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( UNITED STATES ATOMIC ENERGY COMMISSION

APPLICATION FOR BYPRODUCT MATERIAL L!CENSE

Fornd AEC-313
(8-64)
10 CFR 30

Form appruved
Budget Buieay Mo IB-KO17

il

fNSTRUCTIONS — Complete items | through 16 if this is on intiol opplicotion or on opplication for renewal of @ licenss.  Information contoined in
previous appluotions fled with the Commission with respect 1o items B through 15 may be incorporated by reference provided references ore clear ond
specific.  Use supplamentol sheels where nacessory.  llem 16 must be completed on ofl applicotions.  Moil two copies to: U.S. Atomic Energy Com-
mission, Wathingten, D C, 20545, Aitention: lsolopes Bronch, Division of Moterials Licensing. Upon approval of this application, the opplicofl will
tecoive on AEC Byproduct Materiol License.  An AEC Byprodudt Materiol License is issved in accordonce with the general requir " tained n

Title 10, Code of Fedarol Regulations, Pant 30, and the Licenses is subject 1o Title 10, Code of Federal Reguloti Port 20.

2 pooy
i Y w7,
(b) STREET ADDRESS(ES) AT WHICH BYPRODUCT MATERIAL Wikl 8F USED. (f
difecent from 1ia) Include 1P Code )

(8] NAME ANMD STREET ADODRESS OF APPLICANT
porson, otc. llode 1P Code )

(Institvon, Frm, hospieol

Lakewood Hospital
U519 Detroit Ave.
Lakewood, Ohio

Same

LL107

m this i on -apluhn Tor, remewel ol- lcanse,

3. PREVIOUS LICENSE NUMBER(S)
please indicate and give number )

34-1197-1 Renewal

s IA_DOA;tON PROTECTION WO(!—I (Nome of perion designoted as radothon profec.
ton officer if other than ind vidunl vser  Attach resume of his romng and ssperience
©t in Hems 8 and ¥.)

(2 GEPARTMENT 1O USE BYPRODUCT MATERIAL
Nuclear Medicine

4 INDIVIDUAL US(.(S' (Nom. aa‘ h“. of md ividvol(s) who -n" vie or duwetly
supmrvie wie of byprodudt moteol  Give raming ond sxperionce m Bems 8 ond 9 )

William J, Fayon, M.D.

Thomas W, Knickerbocker, M.D.
Director, Radioisotope Laboratory

Director of Radiology

tb\ cnmncu ANDIOI rnvs:cu 'OIM AND MAXIMUM wmn or muocums or IAOI CHEMmICAL AMJ/O! m
ICAL FORM THAT YOU WL POSSESS AT ANY ONE TIME (I swoled souwrce(s), oo stote nome of fochrer . mode!
rumber of sourcer and masmum oclivity per sourte )

Jodide, solution and capsules, 100 mc,.

6 (o) OYPRODUCT MATERIAL (Elemen | |

ond man sumber of soch )

Jodine 131

A.

Be
Ce
D.
Ee
Fe
Ge
He
I.
Je
K.
L.

Ne

Iodine I31
Iodine 131
Todine 125
Phosporus 32
Cobalt 60
Mercury 197
Mercury 203
Chromium S1
Gold 198
Iron 59
Jodine 131
Iodine 131
Strontium 85

Technetium

LIIXIXX)J_LXX)

Iodine I 131

{
N\

Fat capsules, 1 mc, ;
Iodinated human serum albumin, 2 mec,
Icdinate] human serum albumin, 2 mc,.
Sterile solution, 50 me, '
Labelled Vitamin B-12, 20 uc,
Nechydrin, S mc,

Nechydrin, S mc.

Sodium Chromate, S mc,
Colloidal Gold, 20 mc,
Ferrous Citrate, 1 mc.

Todinated human serum albumin, colloidal aggregates, 2 mc,

Todipamide Sodium, 1 mc,
Nitrate and/or Chloride, 1 mc,
Pertechnef 3

XX.: lm-n wie, " supplement A (Form AEC 31 Jo) must be completed

xmnmxxmmxmxxxmmummmxm of the sroge contoiner and/ e deice. in which e soure il
SO0 00000000 X X000 00KX XX 0OKXXX

Rose Bengal, 2 mec,

gt L B
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/‘\\% OCT 16 1967

(Centinued on revens vide)
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TRAINING AND EXPERIEN.c OF EACH INDIVIDUAL NAMED IN ITEM 4  (Use b lementol sheets if necenory)

8 tvn o !lAlNONG ¢ DURATION OF ON THE OB FORMAL COURSE
. e . TRAIMING | (Curcle omewer) | (Crcle amvwer)
- e g
o Prncples ond prochices ol roediation
Yor Ne Yer Neo
e See application, 1956 & 1963
b Rodwachvily measuwrement slondordize- .
ton and monitor ng technigues ond in- Yes  Ne Yeos Neo
rumenty

© Mathemaolics ond calevlotions bosic 1o the

Yor  Neo Yes No
vie and measurement of radicochivity
N
Yeor
d Bolegico! eflecns of rodiotion Yer No No
' (_xruni:c-!—\—mm IADCAIION (Actvo!l vie of rodmuolopu or oq.molm upo:m) = -
SOTOPE | MAXIMUM AMOUNT | WHERE EXPERIENCE WAS GAINED ounnoa oF ll’(i!nc(' i S0 TYeE OF usE =
_____ SO A Adias .
\ t

See lapplications, 1956 and 1963

10 MDIAHON DUKHON INSTRUMENTS  (Use supplemental sheets if necessory )

TYPE OF INSTRUMENTS NUMBER RADIATION | SENSITIVITY RANGE | WINDOW THICKNESS usE
(include moke ond model number of eoch) AYAILABLE DETECTED (me /) (mg/em?) (Monitoring, surveying, meoswring)
i | . P U™ oftfn™ o7 waRiLfL
A ] 4 b PRERES (FCRERS R TS BB R L e Falnd ¢
See applications, 1956 and 1963 '~ . 1
[ b~ "
11, METHOD, FREQUENCY, AND STANDARDS USED IN CALIBRATING INSTRUMENTS LISTED ABOVE. -~ .. . . L8 Y antihol
See original application, 1956 - v el beie L it W2LEAT
12. FAM BADGES, DOSIMETERS, AND BIO ASSAY PROCEOURES USED  (For film bodges, wecily method of calibrofing ond processing, or nome of supplier | . "
% - pon
e b .. reiue ol
See original application, 1956 v = _ e .
. S t L% w' e » . .
INFORMAYION IO BE SUBMITT!D __ON hDDll’lONAL SN(_!?S IN DUPLICATE ' . X
13 FACIITIES AND EQUIPMENT Describe lobomo-y m-l-m- ond remote :o:dlng qup k uuo.o containers, shielding, fume hoods, ek l-aba-oovy.-l*h.
PR RS, e ——— " ™ See original application :
i‘ . iAétEIOZ_'IVOVI-!C"O;d VNCK,IAM Dcunbo OM v.d'-ﬂ-;n p;o!«hoﬁ progrom ncluding control . W opp! tovers sooled 1ources, swbmit leok ’._y

Wwilng procedures where opplicable, nome, honing, and esperence of person ®© perdorm leak tesls, ond ou-ngomnh for pertorming inhal rodiotion wurvey, terv

g Y iy See original application

-
- . .
N

15 ;'AS}G DlS;OSAl He ummcu-ol waite diaposal service 1 omphnd pecs Dy nome of compony Oho'--u. 1wwbmit detorded dercriphion of methods which will
be used for diporng of rodicachve ond estimates of the type and omount of achivity nvolved =

__CERTIFICATE (This item must be completed by applicant)

T APPLICANT AND ANY OFFICIAL ll!cwmc. !ms CERTIFICATE ON BEMALF OF THE APPLICANT NAMED IN ITEM |, CERTIFY THAT THIS APPLICATION IS
PREPARED IN CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS. PART 3O, AND THAT ALL INFORMATION CON!AIN(o N!l!m mcwomo ANY
SUPPLEMENTS ATTACHED MERETO, 1S TRUE AND CORPECT TO THE BEST OF OUR KNOWLEDGE AND BELIEF . K ' . .

f-, \F ~Lakewood Hospital wf
A”I.(.n m-auonl
/y’ (\.LLJ‘ ‘KAM(“ Qz D
Steven Kovacs, M.D.

f 4 _Chairman, Isotopa Committea
o}. H n / Title of cortitying ofciol

00

Date __October 1, 1967

WARNING.—18 U §. C. Sechon 1001, Act of June 25 l"l 617°SI. 749, mokes it o criminal ofieAse 1o make o willtully folse statement or
rapreseniohion fo uny department or agency of e United S%otes o3 1o any moaner within ity wrindichon.

B U SOVERERINT PR RIS OFFICE YRR O 2aN- 0L
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Form AEC-313a ( Ur im0 Stares Atosic Eniecy Commission /
gy 3 _ APPLICATION FOR BYPRODUCT MATERIAL LICENSE—MEDICAL s iy SRR
Pace 1, SUPPLEMENT A-—HUMAN USE

i byprodud matenal is for “buman use'’ (intemal odministration of byproduct material, or the rodiation lhouhom to humon beings),
complete this supplement ond attoch 1o the opplncohon for byproduct materiol license.

.
1. (0] USING PHYSICIAN'S NAME T 6) NAME AND ADORESS OF APPUCANT (If different from 1(a). Inchude ZIP Code.)
L4
. | Lakewood Hospital . : i3
. - * .
William J. Fayen, M.D. 1519 Detroit Ave. ~ ok
Lakewood, Ohio L4107
2. THE USING PHYSICIAN INDICATED ABOVE 15 LICENSED TO DISPENSE DRUGS IN THE PRACTICE OF MEDICINE BY A STATE OR TERRITORY i
OF THE UNITED STATES, THE DISTRICT OF COLUMBA, OR THE COMMONWEALTH OF PUERTO RICO. @ MO
. CRCLE ANSWER
3 A STATEMENT OF USING PHYSICIAN'S CUNICAL RADIOISOTOPE EXPERIENCE (PAGE 3 OF THIS SUPPLEMENT) IS SUBMITTED IN SUPPORT
OF THIS APPUCATION.  IF ANSWER IS NQ. USE PAGE 2 OF THIS SUPPLEMENT TO EXPLAIN OR REFER TO OTHER APPLICATION OR
RELATED DOCUMENTS ON WHICH THIS I1iFORMATION APPEARS. i YES
See application of 1956 and 1963 = ; L CmQIE ANSWER
PROPOSED DIAGNOSIS OR TREATMUNT i :
4 (o) DESCRBE FURPOSE FOR WHICH BYPRODUCT MATERIAL WILL BE USED INCLUDING 3 SPECIIC CONDIIONS OR DISEASES TO 8E DIAGNOSED OR TREATED
(Use poge 2 o necessory): - $3 Y ; Y
B SR Y, i i
ek RN & » v BN 5
See detail on Page - R e il e dll - P
-S4 7 1 e 3 3 L] | ks SIS o e ¥
(b) CHEMICAL FORM ADMINISTERED, L e B Phemat S
» - ' . - 24 -~ )
See detail on Page 2. . : i
(€) DESCRIME PROCEDURES WHICH WILL BE OBSERVED TO MINIMIZE HAZARD FROM HANDUNG, STORAGE, AND DIS"OSAL OF THE BYPRODUCT MATERIAL:
. See original application. o : - I £ LA < |
. ; ‘
(d) DESCRPTION AND SKETCHES OF SPECIAL DEVICES TO BE USED FOR ADMINISTERING BYPRODUCT MATERIAL TO HUMAN BEINGS ARE
(1) ATTACHED (LITERATURE REFERENCES WILL SUFFICE) ! 2 o e arae answen | YOS NO
(2) ON FILE WITH THE ISOTOPES BRANCH . : @ o0
REFER vo mucmo»c NO > CRCLE ANSWER |
3. PROPOSED DOSAGE SCHEDULE . &
(8) In milheuries for internally odministered byproduct moteriol other thon discrete fixed j ond in gens or rads, -m h'ld-n-luuhmdbn‘-
eton hom ducrete fiaed sources (gold seeds, cobolt neadies, eic.) siote sep *Lhmhc“-mtmwzlm)
- B e o 52 155
See detail on Page 2, e oalkE e, § mmzen po ek Fagomitaf o 104
ot ; bk el " !
e % } ‘:‘ a2 %o & J
4 y # )
. . .
- < iy » ’ -
[B) INVESTIGATIVE PROPOSAL FOR EXPERIMENTAL, NEW OF INUSUAL HUMAN USES IS ATTACHED.  (Anachment e ' - @
would mlude outline of d ‘o be evol qukmmﬂmw/umwdm. CIRCLE ANSWER
mterence of ony, nmb-ond"pdnmmbnmm moribund, ek )) .
o ’ - ==

o 1 YPRODUCT MATERIAL WILL NOT BE OBTAINED IN PRECALIBRATED FORM FOR ORAL ADMINISTRATION Of IN PRECALISRATED AND STERIUZED FORM FOR
PARENTERAL ADMNISTRATION, “DESCUBE IDENTIFICATION, PROCESSING, AND STANDARDIZATION PROCEDURES,

= c“ \ ‘}_L-“ L{ : ' \
2 - . ¥ :
o - - VA e
'. / S 3
7 THE PROPOSED USE OF BYPRODUCT MATERIAL HAS BEEN, Of WILL 'bnow.o " ome mo-onsovon COoM-
MITTEE o CRCLE Answinr | \TES NO
HOSPITAL FACILITIES WMD'WW
R it ik e =N 21y
8 (o] THE APPLICANT HAS COMPLETED ARRANGEMENTS FOR A nosmu | RADIOACTIVE PATIENTS WHEN. v -
EVER ADVISAME @y : Cmar answre
(b) A COPY OF INSTRUCTIONS TO BF FURNISHEID TO THE MOSPMTAL AS T l(u SMIW NQCAUIOONS YES NO
TO BE TAXEN AND AVARLANE RADIATION INSTRUMENTATION 1S ATTACHID, CRCLE ANSWER
—
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Pace 2

'( Unittn Stares Aromic Enency Commission - k

APPLICATION rOR BYPRODUCT MATERIAL LICENSE—h.cDICAL
' SUPPLEMENT A—HUMAN USE

This-poge M;\n ured lor providing oddihonol miormotion.

See application of 1956 and 1963,

3.

L. (a) Describe purpose for which by-product material will be used, including
specific conditions or diseases to be diagnosed or trwvated, - :

I131

I 125
P 32
Co 60
Hg 197
Hg 203
Cr S1
Au 198
Fe 59
I 131
I13
Sr 85
Tec $9m
% 43

(b) Chemical form administered.

3 23k
I 125
PR
Co 60
Hz 197
Hg 203
Cr 51
Au 198
Fe 59
% )
I 131
Sr 85
Te 99z
1131

Se (&) Proposed dosage schedule.,

I13l

1125
P 32
Co 60
Eg 197

Eg 203

Pleose cross relerence 1o specific lems,

Diagnosis of thyroid function, blood volume, fat absorption studies,
treatment of hyperthyroidism and cardiac dysfunction.and placental
locaiization,

Blood volume determination, placental localization.

Treatment of leukem.a and polycythemia vera. .
Diagnosis of pernicious anemia, Bisdh cigny VIR B e SanNglrves o
Brain -and kidney scanning. L e
Brain and kidney scanning,

Red cell survival studies

Liver scanning,

Iron turnover studies, -
Lung scanning for pulmonary infarcts,

Cardiac scanning.

Bone scans on patients with diagnosed cancer, A i Ehnta
Brain scanning. X - tite
Liver scanning,

Todide, labelled fats and/or fatty acids, iodinated human serum albumin,
Iodinated human serum albumin,

Sodium phosphate,

Cobalamin concentrate,

Neohydrin,

Neohydrin,

Sodium chromate,

Colleidal suspension,

Ferrous citrate,

Icdinated human serum albumin, colloidal
Iodipamide Sodium,

Nitrate and/or Chloride.
Pertechnetate,
Rose Bengal

i -

aggregates, ~ |

Thyroid diagnosis - 5-50 uc, Cr 51' Red cell survival- 50-100 uc,
Fat absorption studies « 25 ue, Au 198  Liver scanning- 50-10C uc,
Eyperthyroidism = 3-40 mec. Fe 59 Iron turnover study- 5«10 uc,
Cardiac states - 10-50 mc. I 131 Lung scanning- 200-300 uc,
Blood volume studies - 5-10 ue. I 17! Heart scanning- 250 uc,
Placental localization = 5 uc, Sr 85 Bone scanning- 100 uc.

Blood volume study = 5-10 uc,. Tc 99m Brain scanning- S me,
Placental localization - S uc, I13

Liver scanning- 100-200 ue,
Polycythemia and leukemia « 2-10 me, .
Diagnosis P.A., = 0,5 uc,.

Brain scan = up to 1 me,
Kidney scan « 50-150 uc,
Brain scan -« up to 700 ue,

Kidney scan « 50-100 uc,

S 77
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