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I r<sTa rvno s s : Cornplete Iterns 1 through 19 if this it a new application. If renewal is requested, cornplete
only itenn 1 through 11 provided that with respect (Athe other iterns there has been no change in the infor.
rnatii,n prenounty subrnitted. Mail two copies to: U. S. Atornic Energy Corniniuion, P. O. Box E, Oak Ridge,

A t t ention: leotopes Extension, Division of Civilian Application. Upon approval of this
Tennewc,
apph,atinn, the applicant will receive an AEC Byproduct Material License. General requirernenta for inuance
of an AEC llyproduct Material Licen9e are contained in Title 10, Code of Pederal llegulations, Part 30.
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ItYl*ltODl'CT .%1 ATElt! AI. Olt ildt Alll ATION SEltVirE DEhlRED

h )i CUHILS THAT YOU elLL POS575dAt ANY ONE Tiut
$ M AXIMUM AMOUNT 05 R ADIO ACTivf f Y IN Mitil-

6 O T PNOOuti M All kl Al t f le" f **f e 4 mse ht.**'s ! 7. CHf MIC AL A h}QQ C AL FORM (Or9 t

A. 1-131 Abbott Stai <'terile soln. or Radiocyps 100 cc. & 1 nc. resr et

I-131 Abbott Sterile soln. RISA (6703) 2 me.

B. P-32 __ Abbott __ _ _ . Sterile _ soln ._(6710L_L_R_;c ,_s_.
C, RAMS OF T ARMT MATIhlAL.

3. tr Inw ADia TION * i st.K F 15 (1 SIDE D. ST A T E PE RTINEtaf DET AILS SUCH AS, CHINICAL COMPO53flON AC * tic,HT IN*
-
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Dia6nosis of thyroid function and treatment of hyperthyroidism and'

_

A.
cardiac states.

Determination of blood volume.
$ B. Treatment of polycythomia vera and leuke=1a.-I'

:
(6) DESCRIBt P6'O(IDURtS WHICH mlLL BE OB5tM=IO TO MINIMIIE HAZARD FHDM HANDLING. 5 TOR AGT AND Dt%PUSAL Of Thf BYPMoouCT MATDetAL_4:

~. - All' materials will be secured in assayed forms in amounts necessaryL

for not more than 2-3 weeks work. Handling will be dono in Propi' pette
remote pipette when indicated or radioisotope syrin6e. Material stored
behind 2" lead shield and/or lead portable shielding. Locked and

a> labeled space for segregating any residuos or contaminated equipment. ''
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P- 20Nd ganna microcurio Monou:-i-g

%,.'f: _' doll Oount .,1
_ _ _ . _ _ _ _- - __-_

_

"

q.d 15 f Il W a4Da4T. tu)SI.di nHS AND m t'J M PUrsotenitt h,0 44TCRl%G DC olCC5 l''t10".)'f"$ PlO-A%A Y PMXLIA)F*t5
. _ _ _ _ _ _ _ _ -__

a

v . . .k . i
-

Portable laboratory monitor (Jordan AGE-10K-SR) havin6 ran6a from 0.01.'

NK[4
'

k{ cr/hr..to 10,000 r/hr. ouitable for detecting contauinstion.nnd
approxL. ate calibration.'gy Pocket doaimotor('Victoreen 541/Al for_ uno laboratory _ porrsnel.,4y

Nif. n m xo s umun.:v. i~a sTm.aos esm m cu t .na nno ism mun usno s e t a y n a,,.. n.e, , ~n.,r o.s.~. ..e c ,,. , .

etuamw
,,. e

A[*>$ 'f,., Cn11brationa checked by une standardi~.ed cupplies nocurod no above.
[#P 4 Pocket dcaimotere charged weekly and calibrated at two year intervals

'

d.h.,: by manufacturor.
_ _ .
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. _ . _ - _ _ __ __ __.___
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g 4 .yg; > Pro'piputte remote pipette for amounta of =c potency.
we Abbott Radiotope syringe f o r P-- 3 2 .

WC Ct ainl e e n steel tray to protect lab tabloc.
f$ i "obilo l',actope' c art with 2". h ad shield .

_ . _ _ _ _ . . _ _ __
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fC " LM> oratory 7oniter9d at ond cf onch acrkin pr,riod or as needed.i

$ Unucod portions stored in criginal shipping containers rind /or behir.d
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%. Training arn Erperience Uith Radioactivity of Radiological Safety Officer
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Crocentials for Mr. Jtek Iroh:ver, Cutified Radiological Thysicist, are
on file with the Atenie Ener:r,y Corniscion.

k
The Medical Staff of Ldewood Hospital has placed Dr. T. V. Inickerboc er, .

in char;;e of radiological safsty throughout the hospital,Reaiologist,
through consultation with Mr. Kroluor.
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, n. ,
* SUPPt.I M E N T A HUM AN USC PACE I,

If bypremiutt material in for "hurnan use" (internal administration of byprodart material or the radiation therefrom to human I

heints), crimgJete this au;plement and attach to the app?lcation for tsy prohrt material license.
" Ital Ustrig pb>aletan's name 02) Name & address of asp!! cant (if different from 1(aD ,

Lakewood Hospital
William J. Fayen, M.D. 14519 Detroit Avenue

Lakewood 7, Ohio

q 2. The using pnymician truticated sta>ve is licenard to disipenhe drtg a in the practace of medicine by
- 4 a state or territory of the United States, the Dibtrict of Columbla, or the Commonwealth of

A CIRtti A Nh nt A 'e No

3. A Sqplement A -Haman Use - Page 3 tatatement of usir g physician's cinnical radiot sotope cape-_
__._ -p

e

rience) is submitted in sunairt of this application. If anemer is NO, use reverse side of this page
to esplain or refer to other app!! cation or related &cuments on which this inforrnation appears. C" LI # M * * *, ,

FRoPOSED DIAGNOSIS OR TRE ATMENT

t.,]}
4.(a) Descrite purysse for which tryproduct material *111 be used including spectfac conditions or diseases tu tv dignosed or

t re ated (Use reverse aide if necessary).,

.51 I-131 Diagnosis of thyroid function and blood volume and treatment.

j gg of hyperthyroidiom and heart conditions.

P-32 Treatment of polycythemia veta and leukemia.,

(t) Ct.cmtral form administered;

; I-131 Abbott sterile soln. or Radiocaps; Iodinated serum albumin (RISA)
P-32 Abbott sterile soln.,

(c) Desc rite pruce bres which will tw* ubscried to mintmire hazard f rom handling, sturge, and dispisal of tSe byproduct
'

mat e rlat

Propipette remote pipette for me. potency. Abbott Radiotope syringe.
4 Mobile isotope cart with 2" lead shield. Unused amounts stored in
-

shipping containers and/or behind Icad shield. Stainless steel tray...,3 Portable lab monitor. Pocket dosimeters. __

(d) Description and aketchen of special devices to be used for administerartg tryprudact material
1 to human t+1ngs are (1) Attached (Literature references will suffice), ct e a m a ha .o

[A (2) On file with the Iwtol+s l'atension. -

Hefer to Application No. NttAuwn Yes No. . _ . _ _ _ _ _ _ .a
T V FROFosED DOSAGE SCHEDULE,

5. (alin millicurnes for interr. ally admintatered byprt=1uct mate rtal othe r than diecre te f ttrd 9 urce, and in stentgens or reds, as
h $gf appropriate, for laterna4 or caternal trradiation frum discrete f;aed mours es (gold beWs, estalt nenfli s, etc..) state separately
, pad for each comittion or disease (use reverse side if nerensarA
3MTQ
l ;4K I-131 Hyperthyroidism- 2 to 40 cc.

" W Cardiac statosu 10 to 50 me.L
.

P-32 Leukemia 2 to 10 =c.(Av. 2-5)i

[ Polycythomia vera 2 to 10 me.(Av. 2-5)
"

h (b) Investigettve pre;=>aal for emperimental, ne= or ununual human uses is attached.
'' g (A nu hment 4%wid Du lude pub *e or (teditisse si tee e t a ba a 4. W ,v4.ra da ta f rom aiarr al et.d4es and /ur

_ __.

; .b tsa< a e4 Ins reiwe re vese . e. af sa,. au swr %r au rue of pauccu t,.c., a.e y moc. n.orNne. etc.) .) t N ie aan Yes No

6. If byprodact matertal *ttl_not be ot<atned in precalibrated fo rrn for oral administration or in precallterated and sterittred,

form far parenteral administration, describe identifierti,m, processinit. and standa rdir.ation prosedaresi .

|

u

} - ----- ------_,,-
a.
41

L The prmned une of t yprmuct mate r tal 6. t-en. ur =111 te. ap; rwd by the rv edic al
~I ~ ]l a vtwe corr.mitte,. 8" 8' "M*''

| Noi

HOSPilal FACQil![$ FCS INDIVtCUAL PRACT'CE USE CNt Y
e, f 6.la) IN apptrast has co:r.pteted a rrarveme:.ts for a ve; stal t a e,1mit ra tivartsve setients I
C whe ne ve r advis at,te. * "''' * M *'' Y'' N*e.w

ibt A rw y of 1. at s cuvr.a sa te fu rni.hea t, tac h%ta. a s tu r a .100 m ai safet y p ret..to,ns~.
i

1 to le ta k e% aad a t a .|a tan e r ai a* h wi t e r* rar" et adon i s a!'a c hed. | }
' ' ' *
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c 3. Preceptors State =ents froc Dr. Penn Skillern, Cleveland Clinic

and Dr. Re61nald Shipley, Crile V.A. Hospital, Cleveland, Ohio
>

on file with Cocainaion.

- $ (a). The amounts indicated in the Proposed Dosage Schedule are for singlo,

coses, with repeat treataent dictated by clinical folloyap.
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hMk kRADIOlSOrOPES CCMMITTEE - A
~

,.

LAKLOOD HOSPITAL , ,

14 5'l B 8MM (W .
juJ- /, O L' o

1. Mncbers of the Co-mittse

Thomas V. Enickercocker, M. D., Chief, Division of Radiology - Chairns.na.

[ b. James T. Ledeman, M. D., Chier, Division of Medicine

1

Helen R. Casn, H. D., Board Qualified in Internal Medicined c.
i

d. Oliver Eitzen, M. D., Chief, Division of Pathology

6

^ 2. Duties of tne Couitteo

Supervise the ec+4blichment and operation of the Radioicotopee Laboratory,] a.

j inclucing the selection of equipment.

b. Review and grant pernission for, or disapprove, the use of radioisotopes
vithin the institution from the standpoint of radiological health cafety.'<

I
g c. Prescribo special conditions which any be necessary, such as physical
~~ | examinations, additional training, designation of linited area of use,

y and disposal methods.
k'

d. Review records and receive reports from the radiclogical atfety officer.
y

3 Reemmena re.seaial action when a person fails to observe cafety reco; nends-o.

a tions and rules.
4

di$ f. Keep a record or actions taken by the Coeur.ittee.
"

*.;~
;

I' 3 Miscellanoous
4

a. Mr. Jack Krohner, Certified T1adiological Physicist, acts in consulting
f capacity to the Con ittee.

.

4.)
'14% b. Villiam J. Fayon, M. D., the using physician, may attend meetings of the

7
'

Ccemittee.
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INSTRUCTIONS FOR NJRSES REGARDING USE OF RADIOACTIVE ISOTOPES

,

r

i
;

great majority of radioactive procadures consist of radiciodine uptakes byf1
Here the dose is extremely nall and there is no radiation proble:s.| JIi The

| M the thyroic.

)q Por patients receiving the much larger doses of radioiodine therapy, the floors|

| These includeswill receive epecial orders, including saf ety precautions.
| J

Notice of the recont administration of a radior.ctive substance should
.

| 4
f Til 1.
| T2 be placed on the patient's bed.

%
~b Rubber or plastic nattrees protection should be used.2.

Patients r.ay use patient lavatories, being careful to flush toilsts.
y

' 3
j

|- If using bedpan because of bed confinusent, rubber gloves aunt be,

14 .|j used by pereonnel handling pans containing urine. Spillage nuet be
Pans must be rinsed three times after being emptied of|T

%
avoided.

Soiled gloves must be similarly rinsed.|

J contents.
:1

If incontinont of urine, an indvalling catheter must be used. and care
t,2

Collection bottles must be rinsed three5q taken in discarding the urine. Cathoters and tubing nust'ht times before being used for other patiente.
$ ba rinsed well af ter using and sent to the Radioinotope Laboratory f

.?'
9 before discard,

$ 6. If patient vets bed clothes, they thould be recoved frca bed withii

h rubber gloves and sent to the Radioisotope Laboratory.
~JL

$ 7. If the patient receives 30 nillicuries or more:

Per onnel should not spend over one hour a day por person in'?
M iraediate vicinity of the patient's thyroid gland for one unek.a.

[1,3 Nursing staff will be notified of such do= age..a
- ' b.

6. Private roaas are not nscessary.;s

, Ei
y

Visitors are not limited. Precautions should be taken as with rarsec
9gj for doses of 30 ne. or over.g

Eo precautions are necessary in cases of radiophospherus (P--32) therapy.Rij
g
hl In case of death in less than two ve-ks af ter isotope therapy or any questica of

contact Dr. Thcmas W. Enickerbocker or Dr. Willim J..g*,$ hnneling or contamir.ation,
N Payen.
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