LRI IB: BC (50605)

University of Termassce :
Callege of Medioine

62 8.
Memphis 3, Tennesses

Attention: Jahn Qs Adame, M.D.

Centlomen:

is 13 4n reeponge to your Spplication dated Apriy 4, 1563, for
\ duct material licenss and spporting letters

Yyproe
v J".Lly 25’ 1%3’
\

e use of hyprodust material for gtudies in
sidared non-routine and experi{mental end, acp

) high
degree of Justifioation Vith respect to the elinical denefits derived -
for the mnagesant of abnorml pregnant patients, Your Tequest for ¢the'
continued use of lodine 131 a8 Jodinated Bumn Berum Altumin -

stuldy of cardiovasoular berodynamics and hemorrhogic ghock in noreml
and abnorml obstetrical Patients bag deen Carefully reviewed by the
Comxisaion with the sssistance of the Comriesion's Advigsory Comittes

on the Medical Use of Isotopes, Mhe Alvisory Committes feels that suc.b.’
studies do not Justify the continued use of byproduct material §10y
hant patients on the basts of the information you have gudmitted, y et i
Accordingly, JOUu are requested ¢n Fupplemant your epplication with the | : "
folloving informmtimn: : :

Preguant patients 18 cone
cordingly, demands s

ls A corplete Pesearch protosol &2 cxact and definitive
statement of the

Proposed studies with Fespect o the types of
patients to de Fiudied, the doges adzinigtered, the mathods to

be used, and the Epecific results whick You hope to odtatn from
sach patient,~ ). : \

‘ “iption of your Previous -iexperimntltion vith ten
DoTmel and ten ab

DOTDAl pregnant Patientp inaluding data obtalned
from each patiens and Justification for the contimisd use of



-l L PEP 201962

Iodine 131 4z moTmal pregnant comtrols. You should also
‘anmwdmmeu betweun these uwcsmmmm
: es.

3. A ammmm rar tho use of pmnt hmn subjects rather

than animals or pon-pregnant ptiutl to ocwpu-c 1824 un
RIZA in vive bahnior.
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X Cecil R. Buchanan
; Assistant Chief, Isctopes Branch |
¢ Bivision of Licensing and
, ) Regulation
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TANMBMBBLUIMAG WHRLITBEBRLS &

SOMOOL OF MREDICHN

Vi TEMNM LAY
}Al LLtﬁ.l

/., OPFICE OF THE DREAN

ey Cepdl B Boahangn, Aeaictsss Onied
Is3ie Extuavien
Pivisicen of Lietsoing sed Begulsticm

B Yeur letter of Jumasy 17, 1990
(LI (8556). i
o be weed in trectisng patieats :
mmmu.w-ﬁﬁroribnm.
ars Do resge e bO-60 . Petdente vith Lybresichle
eaglos sad eongoetive heort fallure are samdidstoe £49 seh BERAYTRezl .

:
:
:
E
s

o pessessien u.u:l;r Loding?3) 14 200 milligpries, for 50
100 millioaries, Oel £00 wdllieurics, 10 mlllicuries, Gudalt
{00 mioreguries, Triviea (M) 1 micresurie., Totel quetity is 19 o'lllowries.

i. mmumv-:uo-umu-uuommu

2. muuo—usm-uurr-u-uuummu
mifisient oinese to trunsast. The intervals nsgy resge
frem & fow nonths o mearly o year,

3. mummduomrwhnuoudm
satirely W qualified persennsl within the Olinloal Radie-
uemc-urnw wmwmwum
Vision of \he qualified phyvicians of the Clinieal Radizisetope
B%alf, Therefere, for Piysicians other thas trainess, our
polisy is %@ determine whether they have had o sufficienmt
¢linlcal experience, (1.0., the Atemis Bsargy Commission
W,muwhonm.mmub.
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e AABHYILLE B, TEMNNESSER -

/  MeesOuodl K. Boshanan, Assistant Chief 1 (IES«JRB (8LS6).

for thém te receivs it, under superrision. Wose &
physieian hes & suffisient climiesl sxperiense the

Oomed ttoe reviess his qualificetiome. This is usvally
mwou«uuuuwummqmm
qusstions they are reviewsd a4t s actual meoting.

If the Committee is satisfied that e plysician is ia
faet qualified Lo recomsemd dosage of the deeignajpd
isotops & recoasendstion is preparsd and forwarded Ve the
Hoepitel Advisory Comalites, Venderbilt University Hespital.
I this recommandation meets with the Advisory Comelttoe's
spproval, the plysiciem's naxe is added to the list of thowe
euthorised to recommsnd dosage im lsotope twregy.
Experimental uses are deslt with as an entirely separsie
matter And no genaral sathority to sngage ia wxperinental
work is given. Expesrimental uses of isotopes are umder ny
imasdiste supervision. In detearmining the qualifiestdome
of physiclems to recomsend dossge the guide limee Llayed
dovn in the Atosie Energy Cosmission Bulletin satitled
"The Nedical Doe of Radioisotopes® 1s fellowed. Hoedlses
‘o szy, although we de not advsrtise the [act, we of e
staff of the Centar are in & pesitiocn §o exercise complete
somirel over human dosage and if & recommended doss were
out of line with scceptable practioe we would deal with
the sitnation with whatever degree of tact appropriate,
but ender 8o circumstiances would we permit the actual
sdministration of excessive dosage, nor would we perwdt
therspeutic use of any isotops in cases where such therapy
wvas coatreindicated,

L. Isotopes are procured in prestancardized form. A running
{nventory is maintained by preservation of all order slipe,
shipping tioksts and appropriate entries in the laboratory
therapy log book. In sddition, the log ook specifically
shows by signature the names of the individuals who plysicially
participated in the acministration of the rapeutic isotopes
in order at scme futurs tise these individuals may docwument
their sxperience should they wish to obtalin Atomic Koergy
Commission license for themselves.

S, The Committee procesdings are recorded stenographicelly £
during the seeting and these transoripts are subsequently
edited to becoms the almites of the Committee nesting.

After corvection and approval by ths Counittse thay are
filed for record and for future guldance,
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r. Ceail R. Buchanam, Asatetant "BRf,y Tovvenece RE: (IHB:JE2 (8L86),

/FPICR OF TER DRAD

«'r‘

n Our present Climieal Radioisotope Conter Committoe is & follows;

, Uearge 2. Nensoly, Chatree

X Jomn C, Bureh Robert C, Hartwann Grent W, Liddle

Kerberi C. Prencis Qranville W, Budsom Williem Soets,Jr,

g

¥ith regurd to Four sixth paragraph it is not our Polioy to provide

s tereotyped instructions to Dursing personnel, Then Appropriate, lectures

Are given to our nurses &nd to members of Mr local Wurses Asroclation md
odically we procure from the Atomis Energy Commingion ppropriste

mntnn for distribution to nurses, we do not however rely upon this

for the pacifio patiens,

Are entered in the normal Flace for suen directions, Baaely,
the arder sheet of the indivigual hospi tal chart,
2. DMreotions vith regard to visitors, wheg SpEropriate, are

3o Be aveid sellection of Urine amd exoprets from Werapy

Gases. There is, of oourse, no problem in tais Department
wVith redicactive Golloidal Qold ¥xcept for the bladder of

s e —

Potassiun fodide is empleyed, ¥e provide a bottle of the

solution far Poring inte the tluhi.ng tollet before and
after sach uee,

nosrely yours,

George R, Neneely, ¥.D, R
Asecoliate Profeasar of Medioine
Assistant to the Dean

GRsts vy {




