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5e Zanders!' compariaon of new Monograph with UsSe labele

* O u,,m,y Conpexrizon of the ParkeeDavis. Now), y-Reviaad Chloronyeotin Monograph
,UA

4 to A1l Intexnational Yocationz and the ParkeeDavie u.s. Chloronycetin Iabel

(ana Physicians'Comments), N
" A great improvement warmimg of fatel aplastic amemia and against trivial use, How-
ever.The United States label begine with a very strong, boxed, and at times

underlined WARNING thot serious and fatnl blood dysorasias, including eplastic
enenla are Ynown to ocour after aduinistration of chloramphenmicol, that 1t muot
not be wsed in trivial illnesses or when not indieated or as a prophylectic to
prevont bacterial infection, and that blood studies during dreatment are eosentials
In contrast, the Parke-Davig Monograph beging with a very positive doscriptive
statoment on the drugs "Cliniocal use hag esiablished chioramphenicol (Culoranycetin, -
Porke-Davis) as an effective antidiotlc in a wide variety of buoterial ond rickette
" sdal infectionss fae U.S, deperiptive statement which follows the WARNING box, on
the contrary, is in esseniially restrictive terms, stating that it is en antiviotic

that " sheuld be xoserved for serious infections caused by ovganiems susceptible
to it an-iriorobicl efirects when lese polentinlly hazrdous therapeutle agents ave

ineffeetive or cont-radndica'bed. Sensitivity testing is ecseniial to determine 1ts

indicated use, but may be performed cuncurrently with {herapy initdated on clinical i

inmpression thatbne of the indientoed conditions exlots (oo “Inl,x.cu’tz\.on" secmou) " ‘
Perko-Davie docs diocuss wdverse hcma’holog;i.cal reactions from use of

Chloronycetin including vpl,asti.a anemdne hud 4n general the I:&moxzfaph dovmplays

both the indidence and moriality rate of irreversible splastic anemia and
givos less dotailed infocmation then the Ved. label 2o ‘hat e dnportsuce of

thio edverse veaobtion 1s diminlshieds The one good ano:’n:mu principle of ugo
that Pafo-Davis etates cleexly, but without the U.S. efamples and emphasis, is that
Chloronycetin should not be uped Lox triv-.tal 4llveases, - However, thic is not cnouvgh.
A8 we wnderntznd 1%, tho basic concept of the U,Ss label 1o that because of the
posrible -adverse reactions, especially the serdous end fatal hemateloglenl resotlons,
use of Chloromyeetin should be restrieted oven in treatnent of serious diceases to
those which commot de troated by ony less potentially hazardous drug ond thet s
‘meed for Chloromycetin must be dotermined by piior senoltivity testing of the mLCYO-
orgenism ixivolved (n-'Lept‘ for &, fcw very serious conditions whera initlol trectaent
vith chloror'yoet‘tn =y bo It od concurrm‘cl/ vrith - omsrlti'vity testing in crder
to chenge to enother h:w hazaréows thercpeutic ngent ov sovn s pomi‘ble) g ids
use nust be accompanied by dlood siudics, preferably vhile the paﬁent ig Jn @ hose
pital. In eontrast, the Parke-Davio Lonmograph, instead of severoly rvestriciln use
(exoept for trivial 11ineases) in the neaner in vhioh it is mow restrioted in 'thé i '
atill scens to us to ancourese vanccossary use. Yhe major point of the U.u. label j k
16 to resiriet wmecessary use as much as poswidle in ovder to lindt the mmber of ‘

umnecesoary avlestic ancain dead ue  The Parkeiavis Vsnograrsh poys Lipeservice to

the U.S. besic privciple by listing the adverse rascidions (ig4hout e extrencly

,
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