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- Noveaber 19, 1970

ACH1.000008.035¢

Res Total Bodyl Irradiation Project

Dr. Bdvward Silberstein
Associate Director
Radioisotope Laboratory

" H Basement

. Dear Dr. Silberstein:

, Thank you for Qruing to meset with the Fachlty Committze on Rasearch

* on your proposal on Modday, Necwvember 30th, spproximatuly 4:45 PM in

1

. the K~4 Library. As the couxittee will be meating on another proposal

earlier, I would appreciate it if you would be available in your department
and I vill phoaa you vhen we are finished with thc first propo-al so
that you do not have to waste time waiting. ~

The cbmitt.c docs have a number of quu:ions and vould appreciate it
1f you could reply to this in vriting before the meeting so that it
vill be availadble for study and will, tharefore, expedite our seasion.

4s you may know, this vhole study of Therapeuti.: Zffect of Total Jody
Irradiation was given only Provisional Approval Ly the Faculty Comnittse
on Research in 1967. It is for this reasou then that I think that it
should be complately re—evaluated and a full nev propoaal eubmitted.

This study has been on-going for a number of years now aund we are told that
70 patients have received irradiation and that the clinical course has
paralled that of compsrable patisuts treated with other agents. The

- investigators refer to Protocols A and B in this respect. They also refer

to Protocol C in regard to the Immune Studies. However, none uf these pro-
tocols vers with ¢la gpplication. The comaittae raquests a full progress
report oca the data of the 70 paticnts tresated so far.

2) Exactly how will Palliation be measured? Will this be by pcriphcﬂ.l
blood counts only?

3) When will the stored bona marrow be administered? Tiwmes of blood coumte
sre given io detail ss wvell as cartain teste, but it is not clear Lf marrow
vill be givan to all the patienta in the group receiving 1t immediately
after irradiation as 4z implied {n the paragrapn at the Lortom of pags 4

oy whether 1t will be given only pro for 2 low blood count,



4) !t veuld appcnr wiser to make a move dounito pro:ocol for th-

experimsnts ralated to stored autelogous marrow. - What ars the

axerizautal risks of pulmonary sahollfs? Are there any paychological
. visks for paticats in 1ife {alandn? The poesibility of using s

.. le=dnsr alr floy wit is wentiocnad ~~ 4s this lvuhble at this
mdseﬂ. eanter?

3) m:- is a briaf refersnce to a serum factor which breaks
chroasogomes. Does the proposal mean that the serun factor may
altar the survival ol stored marrow to be given to s patient
following irradistion? 1I1f so, 1s this & serious detrimaat to the
successful outcoma?

€) The details oo the voluntary sccsent statemant are inadequate
for present-day usaga. It 1s suggested that there should be two (2)
consent forms ~- one for patiants haviag total body irradiation,

and anothar for thnee having the bone marrow transplant. Oa botn

of these the actual benefits, hazards, etc., should he listed in

far mora datail and in word{ng that the patient caa fully understand.
7) 1t 48 notad that the refarencos are all fairly anciont; it would
appear that thers must he liraraturs referoucas that are.fwuch wore
up-to-date which would be more appropriatc to this 1970 proposal.

If ve could hawve a reply in writing to these quetions vefors tha msating, this
wil) expedite that sessiou. Thaok you very muzl for your conperatioa.

S8incarely,

Evelyn V., Hess, N.D.
Rrofesser—of-tudteine
~IAractssy—Rivr—temmroriogy
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