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7 crmaot recommcnd cpprovel of the proposed study entitled "The Theruncutic
sifcet of Totrl hOdJ Irrcdiction Followed by Infusion of Stored Autologous
rrow in Faarns" for severcl ressons. . :

8

»
.
‘a

- .

v

The surted gonl of the study is to test the hypothesis that totsl body
ir~ dintion st 2 dose of 200 rzd followed by infusion of stored cutologousd
mrrrow is cffective, prllictive thercpy for metostatic melignsney in hum-n
beinzs. I don't understond the rotionrle for this study. " The epplicants haove
soperently clrecdy administered 150-200 rcd to some 18 potients with o variety
of n:lignsncies end to their sctisfection hrve not found ¢ beneficicl efi'ect.
In fact, &s I understind it, they found considereble norbidity associsted with
this high dose radicticen. Vhy is it now logicnl to exprnd this study? '

Even if the study is expcnded, its current design will not yield mesninzful
d-ta. Tor instznce, the eopliconts indicate their intention to evilucte the influence
of 200 red totel body rezdiction on survivel in potvients with a veariety of neoplusns.
Tnis "voriety” or heterogeneity will be present in a szmple size of only 16
individusls. It will be difficult if not impossidle to observe a beneficizl
effecet in such & -smzll semple contezining e Vﬁrlcty of disezses 211 of vhich shnre only
CARXCER in coxmon. '

This gross deficiency in desipgn will slmost certainly p;evcnu noxing memningful
ovserv:iions. VWhen this deficiency in experiwentsl method is plgced next to their
previously observed pcor result and high mordbidity with this type of treatment in
@ "variety of neoplcsms” I think it is clear that the stg?y as proposcd should not
be done, '

I hcve the uneasy suspicion, shored up by the revised statement of objectives,
thet this revised protocol is a subterifuge to ollov the investigators to rchicve
the purpose descrived in their origincl spplication; nwmely, to test the avility
of cutologous mrrrow to “teke" in petients vho huve received high doses of totol bocy

rediction. This lettier question may be cn important one to ans er but I can't
Justify 200 r~d totel Pody rediction simply for this purpose, "even in termin-l
case moterizl” (italics are mine). ’ : '
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I think there is sufficient question n5 to the propriety of theze studies to
verrant consicderaztion by the entire Reseeren Committece. I recommend therefore
th:t this protocol and the previous one be circulcted to all members of the Com-

. mittee and that 2 meeting of the entire Cemmittce be held to rev1cw <this protocol.
prior to oubﬂlttlﬁg 2 recowmendation to the Deen. ) . .
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Sincercly,
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Thomzs L. G {fncy, M.D.
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