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UNITED STATES ATOMIC ENERGY COMMISS)

APPLICATION FOR BYPRODUCT MATERIAL LICENSE

form opproved
Budye! Bureou Ne I8-2027

1pecifn Use supplemental sheets where necessory.
mission, Woihington, D C, 205458,
recoive on ALC Byproduct Materiol License.

INSTRUCTIONS — Complete Items | through 18 if this is on initiol epplication or an opplication for renewal of o license
previous opplicotions fled with the Commisrion with respact to Hem: B through 15 may be
ltem 16 must be completed on oll applications.
Altention: lsotopes Branch, Division of Moteriols Lice wing.  Upon approval of this opplication, the of plicont will
An AEC Byproduct Moteriol License is issued in occordonce with the generol requirements tontoined in
Title 10, Code of federal Regulations, Part 30, ond the Licenses is subject to Title 10, Code of Federal Regy

Information contained
incorporated by reference provided references ore clear ond
Mail two copies to: US. Atomic Energy Com

., Port 20

o 248, ﬁlCl. ’5

v

T (8] NAME AND STREET ADDRESS OF APPLICANT (Instintion, Arm, hospiel
porvon et xlude 1P Code )

Lakewood Hospital
1L519 Detroit Ave,,

Lakewood, Ohio Llno?

(B) STREET ADDRESS(ES) AT WHICH BYPRODUCT MATERIAL WILL oF USED. (W
difarent from Vo) Include 2% Code )

Same

1 DEPARTMENT 10 USE BYPRODUCT MATERIAL

Nuclear Medicine

3. PREVIOUS LICENSE NUMBERS] (W this s om oppicahon for remewol of & lonse,

plecse mdcot ond give number )

3L-1197-01 - Renewal with Additions

4 INDIVIDUAL USER(S).  (Nome ond title of individuol(s) whe will uie e drwctiy
tpervise v of bypreduct meteriol  Give twming ond experience in Bems 8 ond 9 )

William J. Fayen, M.D.
Director, Nuclear Medicine

0 (o) SYPRODUCT MATERIAL  (Floment
ond mans number of woch )

RENEWAL

A. Any byproduct
material listed in
Groups I and II of
Schedule A, Section
35.100 of 10 CFR 35

B, Molybdenum 99

C. Phosphorus 32

W’meumwxxmm

be vhored ond/or wred )

D. Selenium 75 D. Methionine

appearing on Page 2 B,
He I 125 or I 131

See H,

Thyroxine

A. Any radiopharmaceutical
listed in Groups I and II
of Schedule A, Section
35.100 of 10 CFR 35

B. Molybdenum 99/Technetium
99m Generators, including
E.R. Squibb, Abbott, NEN,
Mallinckrodt, Cambridge

C. Soluble Phosphate

E. I 1 E. Iodide
F. Cesium 137 F. Any
G. Techne ium 99m Ge. Sulfur Celloid

H. Triiodothyronine and/or

s IAD!-A"G‘ PROTECTION OFFICER.  (Nome of perion deiignoted s rodiotion profec
ton oficer if other thon individual wrer. Attoch resume of his tromng and erparence
ot inlems 8 cnd 9)

Wilfred M. Gill, M.D,
Associate Radiologiat

() CHEMICAL AND/OR PHYSICAL FORM AND MAXIMUM NUMBER OF MILLICURIES OF EACH CHEMICAL AND/OR PHYS.
ICAL FORM THAT YOU WILL POSSESS AT ANY ONE TIME. (1 moled source(s), also vote nome of
mumber of sources ond masimum octivity per source. )

e

, mode | ber,

A. Any diagnostic procedure
listed in Groups I and II
of Schedule A, Section
35.100 of 10 CFR 35

B. 1000 millicuries

C. 500 millicuries

OV e N KR KB R Yo K Wk K T X, {?Xiif?XﬁRXﬁiiﬁ&iXﬁi!ﬁ“fkiiiifiifﬁnxxixiifKﬂ
LJXXN%§ .xxxaxxuxxxxxxxxxxxnxi&xxumxx&%*x&xxx*&«&m'

D.\ 3 millicuries

o ' 100 millicuries
Fe 2 millicuries
Ge 100 millicuries

*# In addition, permission is requested for the
authorized use of the by-product materials

I’ J and K

H. 1l millicurie

.t 3
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TRAINING AND EXPE...NCE OF EACH INDIVIDUAL NAMED IN ITEM & _luce supplementel sheeh # necorory)

DURATION OF [ O THE OB FORMAL COURSE

8 TP OF TRAING

[
WiEt TRAINEO TRAINING (Cuile omiwer) (Cocle omiwer)
e ————— - B e D —
" " ot '
@ Do o pedees ol edatenl coe previous applications Yo Me Yo Ne
protection |
(R Sae ey Sae s S EEE— ST —
b Rodivochieily meosviement vondadise- : l
hon and monitoring techmques ond in- ! Yor  Ne Yer  Ne

umenty |

¢ Matemetics ond colevlotons bove to the
Y
wie ond mearvrement of rad.cachivity ’ - - Yo -
e e, SN T—\ ————
d Bologioal efects of radiotion ' Voo e ™ -
P EXPERENCE WITH RADIATION  (Acluol use of rodiosolopns of equivolent experence )
SO10PE | maximum AmOUNT { WHERE EXPERIENCE WAS GAINED | DURATION OF EXPERENCE YRt OF use
—— ———— —_— i T — R e SIS .+ ————————.. S— e ——————————————————
Sep previous applications
10. RADIATION DETECTION INSTRUMENTS.  (Ue supplementol sheet of v) _
TYPE OF INSTRUMENTS NUMBER r RADIATION SENSITIVITY RANGE | WINDOW THICENESS USE
(Wclode mobe ond mode! number of saxh AVAILAME DETECTED (/) (mg/em’) (Monihorimg. 1urvering meoswmg)
. . - . - . -
| Al )
See previous applications ;
T METHOO, FREQUENCY, ANC STANDARDS USED IN CALIBRATING INSTRUMENTS LISTED ADOVE
{ . -

See previous applications ° '

12 PAM BADGES. DOSIMETERS. AND 810 ASSAY PROCEDURES USED.  (For film badges, specily methad of colibraing ond processing, o name of suppher )

See previous applications .
INFORMATION TO BE SUBMITTED ON ADDITIONAL SHEETS IN DUPLICATE -
13 FACIUTIES AND EQUIPMENT  Dascribe laboratery faciliner ond remote honding equipment, to/age containens, thislding, fume hoods, e Explonotory shetch
@Ry & shoied. T sy " ™ See previous applications
14 RADIATION PROTICTION PROGRAM. Dascribe e radietion protechion pragram miivding coniel mestwres I sppinaion orem soaied e
Nilng procedures wheie applicable, name, hoining, and esperience of person o perdorm leok tests, and orrangements for performing initial rodiation survey, ser-
VIR RSN sk Sy v ) See previous applications :

5] w:;'l DlS'd{MA N " c-:-—::ou-o' ‘:cuo_‘uponl service 1w amployed. ipecily nome of l.ll;' Otherwise, submit detoiled deteriphion of methods which will
be vied for duporng of rodioach- = v artes ond eitimates of the type ond omount of octivity mvolved

_CERTIFICATE (This Itom must be completed by applicant)

16 THE APPLICANT AND ANY OFFICIAL EXECUTING ThiS CERTINICATE ON BEMats OF The APPLICANT NAMED IN ITEM 1, CERTIFY THAT THIS APPIICATION 1S
FRUPARED IN CONFORMITY WITH TITLE 10. CODE OF FEDERAL REGULATIONS, PART 30, AND THAT ALL INFORMATION CONTAINED MEREIN, INCLUDING ANY.

SUPPLEMENTS ATTACHED MERETO, 1S TRUE AND CORRECT TO THE BEST OF OUR KNOWLEDGE AND BELIEF

ALE '
Dote ___Septemberll, 1972

;E‘.‘—t;hﬁa. oM al

WARNIKOG. 18U $ C, Sechon 1001, Act of June 25, 1948, 62 Stot 749, mohes # a criminal ofleAse to moke @ willtully fohe shotement ov

represeniuhion W any department or ogency of he United Stotes os te any moMer within ity weindichon

S UR SOTERRNENT PHINTINE OFPICE | | Bee O TaB- AL



Unisco Srants Aromsc Estscy Commission

APPLICA.( 4N FOR BYPRODUCT MATERIAL L
Pact 2 A SUPPLEMENT A —HUMAN USE

+-€—~MEDICAL

This poge moy be vied for providing odditonol informotion.  Please cross reference fo specific imms.

L. (a) Describe purpose for which byproduct material will be used, including

specific conditions or diqea:es to be diagnosed or treated,

A+ Any byproduct material ..
listed in Groups I and IT
of Schedule A, Section Lo
35.100 of 10 CFR 35 ,

B. Molybdenum 99 :

C. Phosphorus

D. Selenium 75
E. T 13

F. Cesium 137

A erseetidm o, (addition)

" Any diagnostic procedure 1isted in
Groups I and II of Schedule A, Section -
35,100 of Title 10, CFR 3%

Production of Technetium 99m Pertechnetate
Treatment of leukemia, polycythemia vera,
bone metastases

Pancreas scans i
Treatment of hyperthyroidism and cardiac
dysfunction

For use as a standard for calibration

Liver and spleen scans
In vitro thyroid studies

I, Jand K - details of preparation and usage appear on
8 separate page - permission for use is requested,

(b) Chemical form administered,

A+ Any byproduct material listed
in Groups I and II of -
Schedule A, Section 35,100
of CFR 35

B. Molybdenum 99

C. Phosphorus

D. Selenium 75

E. T 13

F. Cesium 137

G. Technetium 99m

He T 125 and T 131 (addition)

! \

As set forth in Groups I and II of Schedule
A, Section 35,100 of Title 10, CFR 35

Sodium pertechnetate

Sodium phosphate
Selenomethionine '
Sodium iodide

Standard for calibration
Technetium 99m sulfur colloid
Triiodothyronine and/or thyroyine

I, J and K - details of preparation and usage appear on
@ separate page - permission for use is requested,

(¢) Proposed dosage schedule,

A. Any byproduct material listed
in Groups I and II of
Schedule A, Section 35,100
of CFR 25 |

B. Molybdenum 99

C. Phosphorus
D. Selenium 7%
E. I13

F. Cesium 137
G.LTochnetium 9%m
Ho 1125 and 1 171 (addition)

As set forth in Groups I and II of Schedule
A, Section 35,100 of Title 10, CFR 35,

As set forth in Groups I and II of Schedule
A, Section 35.100 of Title 10, CFR 35
Polycythemia and lcukemia - 2-10 millicuries
Pancreatic scanning - 25C microcuries
Hyperthyroidism - 3-L0 millicuries

Cardiac states = 10-50 millicuries
Instrument standardization - 1 millicurie
Liver and spleen scanning - 3 millicuries

In vitro thyroid studies

S T4 K » 2°§§$}§,€§ 8§§§°f°$3?ﬁi§??oﬁsf5$ a8eeys ?Qquested.

ontmm“-mml
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Usiitto Stares Aromsc Enreor Commission

S APHICA( N FOR BYPRODUCT MATERIAL LICER. _—~MEDICAL | miimd soose

Form AIC-31J0

10 CI®R 30

LLET SUPPLEMENT A —HUMAN USE

If byproduct material is for “human use'* (intemal administration of byproduct material, or the radiotion therefrom to human beings),
omplete his supplement and aMoch to the opplication for byproduct material license.

b be) USING PHYSICIAN § NAME

b) NAME AND ADDRESS OF APPLICANT (If diferent hrom I{a) ke 2P Code )

Lakewood Hospital

W
illiam J. Fayen, M.D. 14519 Detroit Ave., Lakewood, Ohio :
1. THE USING PUTRICIAN INDICATID ABOVE 1§ LICENSED TO DISPENSE DRUGS IN THE PRACTICE OF MEDICINE BY A STATE OR TERRITORY v
OF Tl UNTED STATES, THE DISTRICT OF COLUMMA, Of THE COMMONWEALTH OF PURRTO RICO. _— "
cmcur answir | —
3 A BEAGAENT OF USING PHYSICIAN § CLINICAL RADIOISOTOPE EXPLRIENCE (PAGE 3 OF THIS SUPPLEMENT) IS SUBMITTED IN SUPPORT ;

OF THIS APPLC 2TION. IF ANSWER IS NO, USE PAGE 2 OF THIS SUPPLEMENT TO EXPLAIN OR REFER TO OTHER APPLICATION OR
RELATED DOCUMENT L N WHICH THIS I IFORMATION APPEARS.

See previous epplications

g
13

CMOLE ANSWER

PROPOSED DIAGNOSIS OR TREATMENT

—————— e

£ (o) DESCRBE PURPOSE FOR WHIOH BYPRODUCT MATERIAL WILL BE USED INCLUDING SPECIFC CONDITIONS OR DXSEASES TO BE DAGHOSED Of TREATED
Use poge 1 1 necomary) : R | | > &

See detail on Page 2 A

v S

(b) OFMCAL PORM ADMMNISTERED,

{ -

Se# detail on Page 2 A | -

|
|
|
|

{€) DESCRIBE PROCEDURES WHICH WILL BE OBSERVED TO MINIMIZE HAZARD FROM HANDUNG, STORAGE, AND DISPOSAL OF THE BYPROOBCT MATERIAL,

|
|

See previous applications

.

() DESCRPTION AND SKETCHES OF SPECIAL DEVICES TO B USED FOR ADMINISTERING BYPRODUCT MATERIAL TO HUMAN BEINGS ARE
(1) ATTACHED (LITERATURE REFERENCES WILL SUFACE CIRCLE ANSWER - .
(2) ON FILE WITH THE ISOTOPES BRANCH vis .
___ REFER TO APPLICATION no CORCLE ANSWER |

3 novounoou,cmwu
o) W milcwries bor imernally odminitered byprodud moterial ather thon discreie Axed o, and in pent o rods, e oppropriote, for inkernel or sxtermol Wradi-
dhhﬂbc*h“m(p““.“nﬂq*l”wﬁbﬂc*.“(no"llmﬁ .

- . iAol s 3o | Y. [ : 8
: ; ;

See detall on Page 2 A v e & T G .

(b) MNVESTIGATIVE PROPOSAL FOR EXPERIMENTAL, NEW OR UNUSUAL MUMAN USES IS ATTACHED.  (Amochment ves NO
hould inchude outiine of conditions o be evoluated, including dota from onimal studies ond /e abstroct of | ORCLE ANSWER i

mivrence i any, mumber ond type of patanh (I 0. oge group, meribund, ek.))

6 ® NTPRODUCT MATERAL WILL MOT BE ORTAINED IN PRECALIBRATED FORM FOR ORAL ADMINISTRATION OR IN PRECALISRATED AND STERILZED FO% FOR
PARENTIRAL ADMMISTRATION, DESCRIBE IDENTIFICATION, PROCESSING, AN D STANDARDIZATION PROCEDURES, p

.

7. THE PROPOSED USE OF BYPRODUCT MATERIAL HAS BEEN, OR WILL B2, APPROVED BY THE MEDICAL ISOTOPE COM.
MOTTEE CIRCIE Answre | YES | NO
HOSPITAL FACILITIES FOR INDIVIDUAL PRACTICE USE ONLY ~
(o) THE APPLICANT HAS COMPLETED ARRANGEMENTS FOR A HOSMTAL TO ADMIT RADIOACTIVE PATHNTS wHEN. - e
EVER ADVISAME CROLE ANSWIR
() A COPY OF INSTRUCTIONS TO BE FURNISHED TO THE MOSMTAL AS TO RADIOLOGICAL SAPETY PRECAUTIONS
TO B TAXEN AND AVAILARE RADIATION INSTRUMENTATION 1S ATTACHED CRCLE ANSWER es HO
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Pt 2 B

Unimto Stans Aromsc Erntacy Commission

APPLICATION FOR BYPRODUCT MATERIAL LICENSE—MEDICAL
SUPPLEMENT A —HUMAN USE

p —

This poge mey be vied lor provid ng additional information.  Pleos cremn reference to specific items.

## In addition, permission is
of the following byproduct

I. Technetium 99m &

Je Technetium 99m

K. Technetium 99m Ke

requested for the authorized use
materials.
Labeled albumin microspheres I.
(human) prepared by the
licensee using the 3IM kit,

|

k.
Iron-ascorbate-diethylene- Je
triamine penta-acetic acid
complex prepared by the
licensee using the Squibdb
kit,

Sulfur colloid prepared by K.
the licensee using the
Mallinckrodt kit.

(Permission for use of the

Squibb kit has been previoualy
approved, ) \

The above (I, J, K) are to be prepared and
administered according to the accompanying

specifications and

regulations,

See following statements (3) Page 2 B Con't,

Lakewood Hospital
Lakewood, Ohio
9/11/72

100
Millicuries

fiy
llicuries

100
Millicuried

r

S EL SOVERRMLET PN ETING SPTICE |

ALk S L i )



Form AEC-3!e Unnnto Srates Aromic Enteoy Commission {
(11-63

'0 CIR 30 APPLICATION FOR BYI'RODUCT MATERIAL LICENSE—~MEDICAL ,'"" e
4

Budget Breou No 18 -RO0K0
Pace | SUPT LEMENT A—HUMAN USE

1] byproduct materal is fo ""human use {intemal ~ . ninistration of byproduct m()'plvq|, ot the radialic
complete hiy supplement and atach to the opplice o ‘or byproduct material license

on therefrom to human beings),

- ——— ——— ———— ———— —————

1 to) USTNG PHYSICIAN § NAME b)) NAME . N ADDRESS OF APPLICANT (I difleront hrom o ivde 2P Code )

3. THE USING PHYSICIAN WOICATID ABOVE 1S LICENSED TO DISPEN DRUOS 14 THE PRACTICE OF MIDICINE BY A BTATE OR TERRITORY
OF THE UNITED STATES, THE DISTRICT OF COLUMNA, OR THE COMA INWEALTH OF PUERTO RICO
CIRCLE ANSWER

A STATEMENT OF uUs n','mvw:uu S CLINICAL RADIOISOTOPE Hriﬂ'ruu (PAGE 3 OF THIS SUPPLEMENT) IS SURMITTED IN SUPPORT
OF THIS APPLICATION.  IF ANSWER IS 1Q, USE PAGE 2 OF THIS SUPPLEMENT 10 EXPLAIN OR REFER TO OTHER AFPLICATION OR
RELATED DOCUMENTS ON WHICH THIS M IFORMATION APPEARS ‘

CRCLE ANSWER

PROPOSED DIAGNOSIS OR TREATMENT

. (o) DESCRBE PURPOSE FOR WHICH BYPRODUCT MATERIAL WL BE USED INCLUDUG SPECIAC CONDIMIONS Of D3FASES TO 3E DIAGNOSED DR TREATED
fUse poge 1 # necemsary)

(b) OHEMICAL FORM ADMINISTERED.

\
(€) DESCRIE PROCEDURES WHICH WiILL B ORSERVED TO MINIMIZE HAZARD FROM HANDUNG, STORAGE, ANC DISPOSAL OF 1§ BYPROOUCT MA 'ELIAL,

() DESCRPTION AND SKETCHES OF SPECIAL DEVICES TO BE USED FOR ADMINISTERING BYPROODUCT MATERIAL TO MUMAN BEINGS ATE

CRCLE ANSWER

(2) ON FILE WITH THE ISOTOPES BRANCH

YES
REFER TO APPLICANONNO CIRCLE ANSWER l

NO

(1) ATTACHED (LITERATURE REFERENCES WILL SUFFICE) e | NO
|
)
.

PROPOSED DOSAGE SCHEDIAE
) I millcunes for internolly odministersd bypr oduet maoterioll o' ver han discrete Ared sources; ond in roentgens or rods, as opg opriote, for intermel v externod ivadi-
oton om dncrete Rred seurces (gold seeds, cobolt needies, c.) shote sepawae’s for sech condtion of dnease (e poge i ¥ secessaryh

(B) INVESTIGATIVE PROPOSAL FOR EXPERIMENTAL, NEW OR UNUSUAL HUMAN USES IS ATTACHED.  'Amochment
hovld inchude outiine of condrons to be evoluoted, including dota from onimol 1'udies ond/or abstroct of literohre CRCLE AMSWER
mirence if ony, number and type of patients (1. 8. oge group, moribund, ek N

¥ AYPRODUCT MATERAL WILL NOT BF OBTAINED IN PRECALIBRATED FORM FOR ORAL ADMINISTRATION OR IN PRECALISRATED AND STERIUZED FORM FOR
PARENTERAL ADMIMISTRATION, DESCRIDE IDENTIFICATION, PROCESSING. AND STANDARDIZANON PROCEDURES,

HE PROPOSED USP OF

MODUCT MATERIAL HAS BEEN, OR WILL BE, APPROVED 8Y THE MEDICAL 1SOTOME COM I
s CRCIE ANSwER | YES

HOSPITAL FACILITIES FOR INDIVIDUAL PRACTICE USE ONLY

- ———

(@) THE APPLICANT HAS COMMETED ARRBANGEMENTS FOR A MOSMTAL TO ADMIT PADMOACTIVE PATIENTS WHEN |
EVER ADVISAME CMCLF answen | YES
b .
B) A COPY OF INSTRUCTIONS TO B FURNISHED TO T™HE MOSMTAL AS 10 RADIOLOGICAL SAFETY PREC AUTIONS
TO B TAKEN AND AVAILANE RADIATION INSTRUMENTATION 1S ATTACHED COCLE ANSWER I e




Con't,

'

(' i ( Page 2 B
|
|
|

I. Technetium 99m labeled albumin microspheres
|

| |

l
It is requested that our current AEC license No. 3L-1197-01 be
amended to include the use of technetium 99m labeled albumin
microspheres (human) for lung imaging. The dose will not exceed
b millicuries, | !

l
To prepare the technetium 99m labeled albumin microspheres for
human use, we will combine the assayed, sterile, pyrogen frece
Te 99m eluate from an AEC approved Mo 99 Tc 99m generator with
the components of the 3M Nuclear Products po. Albumin Microsphere
Te 99m Labeling kit. Manufacturer's directions for preparation
will be followed, 5
Tc 99m eluate will not be used if Mo 99 contamination exceeds 1.0
microcuries per 1.0 millicuries of Tc99m, |

All vials of radioactive material will be kept in lead containers
during preparation and storage of each batch, Lead shields will

be used on syringes containing radiocactive material. Laboratory

personnel will wear appropriate film badges and monitor the area

with the required survey instruments when necessary.

The completed preparation will be assayed using a Radex Mark V
Isotope Dose Calibrator. Since 10 ml of the Tc99m eluate will be
used in preparing the labeled microspheres, the resulting completed
product will have the same total activity as the original 10 ml of
Te 99m, corrected for loss due to decay, |

?
|
Y ]
‘ |
|
|
| |
i

Lakewood Hospital
Lekewood, Ohio
9/11/12




Page 2 B
Con't,

J. Technetium 99m Diethylenetriamine-penta acetic acid (Tc99m-DTPA)

|
Tt is requested that our current ARG license No. 34-1197-01 be
amended to include the use of Technetium 99m Diethylenetriemine
penta acetic acid (Tc99m=DTPA) for kidney scanning. Maximum
dose will not exceed 5 millicuries,

To prepare the Tc99m-DTPA for human use, will will combine the
assayed, sterile, pyrogen free Tc99m eluate from an AEC approved
Mo99Tc99m generator with the components of the Squibb Renotec kit,
(List No., 08897). 1

|
Tc99m eluate will not be used if Mo99 contamination exceeds 1.0
microcuries per 1,0 millicuries of Tc99m .

Manufacturer's directions for preparation will be followed.

All vials of radicactive materail will be kept in lead containers ’
during preparation and storage of each batch., Lead shields will be

used on syringes containing radioactive material, Laboratory personnel
will wear appropriate film badges and monital the area with the required
survey instruments when necessary,

To determine assay of the completed preparation: since 5 ml of the
Tc99m eluate (activity to be determined using a Radex Mark V Istotpe
Dose Calibrator) will be mixed wi*\ 6 ml of non-active Renotec
material, the resulting 11,0 ml of I'c99m-DTPA will have the same total
activity as the original 5.0 ml of Tc99m, corrected for loss due to
decay.

|
|

Lakewood Hospital
Lakewood, Ohio
9/11/72 |




K. Technetium 99m labeled sulfur colloid |

‘ v
!
It is requested that our current AEC license No., 34-1197-01 be amended
to include the use of the Mallinckrodt-Nuclear Techneloll kit, Catalog
No. 090, for the preparation of Technetium 99m Sulfur Colloid., The
dose will not exceed 3 millicuries, !

Technetiur 99m will be obtained from an AEC approved Mo 99 Tc 99m
generator, Elution and assay procedures will be carried out as
previously set forth in our letter of August 1L, 1970, requesting
amendment to our AEC license No. 3L-1197-01 for the use of a Mo99
Tc99m generator,

The procedure for preparation of the Tc99m Sulfur Colloid as recommended
by the manufacturer will be followed., E

The final product will be assayed using the procedure recommended by ,
the generator manufacturer, Up to a 5 ml portion of the Mo99Tc99m
generator eluate (calibrated by a Radx Mark V Isotope Dose Calibrator)
will be added to a vial of the same type and dimensions as the Tc99m
sulfur colloid reaction vial of the same type and dimensions as the
Tc99m sulfur colloid reaction vial and diluted *, a volume equal to

the final volume of the kit product., A calibrition factor for the
volume obtained above will be determined and used in subsequent, calibra-
tion of the Tc99m sulfur colloid products,

The Tc99m eluate will be obtained from the generators listed in AEC 313}
Item 6 B of license No. 3L-1197-01. r -

Te99m sulfur colloid will be prepared by following the recommended pro-
cedure of the manufacturer, With the first patient dose administered
from each batch the count rate over the patient's lung area will be
compared to the count rate over the liver, If a lung uptake of greater
than 10f is encountered the remainder of the batch will not be used,

The amount of free Tc99m will be determined by comparing the count rate
of the heart to the liver. If a value of 10% or greater is obtained the
rest of the batch will not be used,

Except during the heating process the reaction will will be shielded
by a 1/L inch lead vial safe. Heating of the reaction vial will take
place behind a lead brick wall or a minimum 1/8 inch lead safe,

Lakewood Hospital
Lakewood, Ohio
9/11/12




