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INSTRUCTIONS — Complete tems | through 18 if this is on initial application or an application for renewal of o license Information contained n
pravious applications fled with the Commission with respect to ltems 8 through |5 may be incorporoted by reference provided references are cleor and
spacific.  Use supplemental shests where necessary. ltam 16 must be compisted on all applications.  Mail two copias to: U S. Atomic Energy Com-
mission, Washington, D.C, 20345, Attantion: lsotopes Branch, Division of Matenials Licensing.  Upon approvol of this oprlication, the opplicant will
receive on AEC Byproduct Material Licanse.  An AEC Byproduct Material License is issued in accordance with the general requiremaents ontained n
Title 10, Code of Federal Regulations, Part 30, and the Licenses is subject to Title 10, Code of Federal Regulations, Part 20

| (o) MAME AND STREET ADDRESS OF APPLICANT  (ingtintion, firm, hospal 7’») STREET ADDRESS(ES) AT WHICH BYPRODUCT MATERIAL WILL 8E USED  (If
person, o Include IIP Code ) different from 1(a).  Include P Code )

Department of the Amy, Fitzsimons . Same as 1 (a)
General Hospital and U.S. Army Medical
Research and Nutrition Laboratory
Denver, Colorado 80240

I
|
|
(7 DIPARTMENT 10 USE BYPRODUCT MATERIAL T ‘*5' PREVIOUS LICENSE NUMBERIS) (1 s 1s an application for renawal of o ficense, |

pleasm mdicate and give number |

Nuclear Medicine Service ‘ Amendment to license No. 05-00046-13

s s em—sa— - MES— -

- R S p— S—— ——
4 INDIVIDUAL USER(S) (Name and title of individuol(s) who will use or directly | 5. RADIATION PROTECTION OFFICER.  (Nome of person desqnated os radiahon probec
rupervise vae of bypraduc matenal Gonmm-dow-monmluiv){ tion officer f other than wndividual user Attoch resume of his trainng ond experience

As specified and approved by the } - froms 8 ond 9.)
Radioisotope Committee Seme as No. 4
Fitzsimons General Hospital |

SESIT——. FER——————

4 el BYPRODUCT MATERIAL (Elemenh | (b) CHEMICAL AND/OR PHYSICAL FORM AND MAXMUM NUMBER OF MILLICURIES OF EACH CHEMICAL AND/OR PHYS.
and mans sumber of sedh.) | JCAL FORM THAT YOU WILL POSSESS AT ANY ONE TIME.  (1f sealed source(s) oiso sate nome of manuhockrer, model numbe:.
number of sourves and mosimum achivity per sewte )

| Technetium 99u labeled albumin microspheres (human) using
Technetium Pertechnetate generated by the E.R. Squibb and Sons
Model No., 08871 Generator authorized under present license
05-0046-13; labeling of microsphere to be done using 37.
Albumin Microsphere Tc 99m Labeling Kit.

100 millicuries.

Technetium 99m

|

|
|
|

T DESCRISE PURPOBE OB WIICH SYPODUCT WATERIAL WILL B USED (W bypraduct materiol ia for “human use,  supplement A (Farm AFC3130) must be completed
in Loy of this ihem 1 byprochuct moterial is in the farm of o sealed surce, ncivde the moke and model number of the storoge container and/or device in which the source will
be sored and/or veed ) i 4
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TYPE OF FRARNNG { Tounno"ov | ONTHE 08 | rORMAL counse
, { WHERE TRAINED | TRAINING | (Circle answer) | (Circte angwer )
| L — . . et o S )
,hm-ﬂnmo«w«md:wm ! v o } .
’ ' L1 | - No
-y p - . — frrr——— —
b Rad y meo ondardise. | | v f
hon and menitoring techniques ond in. | | Yoo Ne | Yoo Mo
—— See present license ﬂ)5-00046-1_j ‘ f
bo—— - * + - i e e
] ]
€ Mamemoncs and celeulatians basic 1o m[ ‘ ,' Yo N j Yes Ne
vie 0nd meaiurement of rodioactivity
b —— ‘ 4 ! S
| Y
o Biological efects of radiation j ! ] Yoo Ne ! " e
P ExXPERENCE Ahcl;; RADIATION (Actvo! use of rodioiolopes or equivalent expeence |
1BOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED _;" DURATION Of EXPERIENCE TYPE OF USE
P —— e ———_— st s it m——— ———————- v - - - y ce——"
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See present license #0 6-13
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12 UM BADGES, DOSIE frens Andhoiésiir'noa"’ CEOURES UsED S o a— of colbraag and process "5 o name of sppher )

See present license #05-0004,6-13

INFORMATION TO B8 SUBMITTED ON ADDITIONAL

13 FACHITIES AND EQUIPMENT  Dysciibe roboratery tacilihes and remote honding equipment, oroge containery, shislding, fume hoods. ek Explonatory skesch
of facility s amuched  (Circle anewer) ™ ™ See present license #05-00046-13
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form AEC-3130 e Ulimeo Stares Arosic Eneror Commission
Form approved

(11-64) APPLICATION FOR BYPRODUCT MATERIAL LICENSE—MEDICAL Sudget Bursau Mo 18-R0080

10 CFR 30
Pace | SUPPLEMENT A — HUMAN USE

If byproduct material is for “human use'' (intemal administration of byproduct material, or the radiation therefrom to human beings),
aomplete this supplement and attach Ko the application for byproduct material license.
o) USING PHYSICIAN'S NAME b NAME AND ADORESS OF APPLICANT (If diffecent from |{a)  inchue 2P Code )

Department of the Army
Fitzsimons General Hospital jand U.S.Army Medical Research and Nutrition Laboratory

Denver, Colorado 80240 | S
THE USING PHYSICIAN INDICATED ABOVE 1S LICENSED TO DISPENSE DRUGS IN THE PRACTICE OF MEDICINE BY A STATE Of TERRITORY {
OF THE UNITED STATES, THE DISTRICT OF COLUMBA, OR THE COMMONWEALTH OF PUERTO RICO ( YES )1 NO
|

CRCLE ANS WER

. ’ - . . - +

A STATEMENT OF USING PHYSICIAN'S CLINICAL RADIOISOTOPE EXPERIENCE (PAGE 3 OF THIS SUPPLEMENT) IS SUBMITTED IN SUPPORT

OF THIS APPLICATION.  IF ANSWER IS MO, USE PAGE 2 OF THIS SUPPLEMENT TO EXPLAIN OR RECER TO OTHER APPLICATION OR

RELATED DOCUMENTS ON WHICH THIS i1 iFORMATION APPEARS '
CmCLF ANSﬂll‘

YES

PROPOSED DIAGNOSIS OR TREATMENT
" lo) DESCRIBE PURPOSE FOR WHICH BYPRODUCT MATERIAL WIL BF USED INCLUDING SPECIFKC CONDITIONS OR DISEASES TO BE DIAGNOSED OR TREATED
(Use poge 7 # necemary)

For lung imaging.

b)) OHEMICAL FORM ADMNS TERED

Technetium 99m labeled.
Albumin microspheres (human) - To be prepared by using the 37 Albunin Microsphere

99™Tc Labeling Kits.

() DESCRIN PROCEDURES WHICH WilL B¢ OBSERVED TO MINIMIZE HAZARD FROM HANDUMG, STORAGE, AMD DISPOSAL OF THE BYFRODUCT MATERIAL

See present license #05-00046-13

(@) HSCRPTION AND SKETCHES OF SPECIAL DEVICES TO B USED FOR ADMINISTERING BYPRODUCT MATERIAL TO HUMAN BEINGS ARE iy
(1) ATTACHED (LITERATURE REFERENCES WILL SUFRICE) L arsunl ves | (m0 )
(3) N FLE WITH THE ISOTOPES BRANCH i

weren 10 arucanon wo 05-000/6-13 s omumen | ()

F._.,.,. — -

5 PROPOSED NOSAGE SCHEDLRE

o) hMhmem~h—~*0u‘mldmw-nd.-m.hn~dco“v‘-
athon rom discrate fued sources (gold seads, cobell meedies, sic.) state sepaaiely for each conditon or disecus (vse poge 1 if recessary )

1-4 millicuries, with usual adult dose of 2 millicuries

(b) BVESTIGATIVE PROPOSAL FOR DXPERIMENTAL, NEW O UNUSUAL HUMAN USES 1S ATIACHED.  (Amachment ves ("o)
shovld inchude outiine of cenditions to ba evolwied, inchuding dota from animal studies and /o abeiract of Werolre CICLE ANSWER

rbprance it any, amber and type of patents (i o oge grovp, moribund, ok ))

s ¥ SYPRODUCT MATERAL WILL MOT B8 OSTAIMED IN PRECALUBKATED FORM FOR ORAL ADMWINISTIATION Of IN PRECALBRATED AND STERILIZED FORM FOR
PARENTERAL ADWMINISTRATION, DESCRIBE (DENTIFCATION, PROCESSING, AN O STANDARDIZATION PROCEDURES.

Will be prepared using sterile eluate (99™Tc) of Mo 99 generatdr and 37 albumin
microsphere 99%Tc Labeling Kits. See attached inclosure 1-6 3180
s

e —————————————————————— — —d

7 THE MOPOSED USE OF BYMRODUCT MATERIAL HAS BEEN, OR WILL BE, APPROVED BY THE MEDICAL ISOTOPE COM.
cmcie answen | (ves ) wO

MITTEE
HOSPITAL FACILITIES FOR INDIYIDUAL PRACTICE USE QMY
8 o) MA;;;MNCMMD ARRANGEMENTS FOR A HOSMTAL TO ADMIT RADIOACTIVE PATIENTS WHEN
EVER ADVISAME . CRCLE ANSWER YES NO
h)ACMGNWNIFWMDVONMMMYOWWW
CMCLE ANSWER Yes NO

TO BE TAKEN AND AVAILAME RADIATION iNS TRUMENTATION IS ATTACHED

—— -~
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LABELING INSTRUCTIONS

3 ALBUMIN MICROSPHERE
"' gem Te LABELING KIT

PREPARATION FOR LABELING

1. ASSEMBLE SUPPLIES

LABELING VIAL HYPODERMIC NEEDLES

RINSING AND SUSPENDING 4-20 g Needles
SOLUTION VIAL 1-25 g Needle (provided)

ULTRASONIC BATH TIMER OR WATCH

BOILING WATER BATH SHIELDING

HOLDING FORCEPS Work Area Shielding

SYRINGES -~ 420 cc SYRINGES Labeling Vial Shield

Syringe Shield (20 cc)
2. USE ASEPTIC TECHNIQUES THROUGHOUT.

3. PLACE THE LABELING VIAL IN THE LABELING VIAL SHIELD - Gold
End First. The color code on the Labeling Vial will then mateh the color
code on the Vial Shield,

4. OBTAIN SODIUM #9™Tc PERTECHNETATE of desired concentration
{recommended 40 mCi in 10 cc) in sterile saline solution.

5. ADMIT 10 cc OF PERTECHNETATE solution and 2 cc of A/IR into 2
shielded 20 cc syringe.

i L - —
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LABELING-PROCEDURE
ALBUMIN MICROSPERES (HUMAN)

PERFORM ALL STEPS ON THIS PAGE WITHOUT INTERRUPTION

LABELING ViIAL POSITION: FILTER
(GOLD) END UP —
IN SHIELD

1 ADD PERTECHNETATE solution
(10 cc + 2 cc of air) from a shielded
syringe using the 25 g, 3/8" needle
1o the GOLD end. If the pertechne-
tate has not been completely drawn
into the labeling vial within 90
seconds, discard the vial.

2. REMOVE SYRINGE AND NEE-
DLE from the Labeling Vial.

3. Remove the Labeling Vial from its
shieiding by GRIPPING THE SIL-
VER END WITH THE FORCEPS.

LABELING VIAL POSITION: SILVER
END UP — MINUS
SHIELD

4. Agitate the L&
beling Vial, fil-
ter (GOLD)
end down, in
the ULTRA-
SONIC BATH
for 2 minutes.
Vigorously
shake the L&
beling Vial dur-
ing this time.

5. Agitate the Labeling Vial in the
BOILING WATER BATH fur 6
minutes.

THE MICROSPHERES ARE NOW LA-
BELED

6. COOL THE LABELING VIAL prior
to rinsing the Mi

—————————— "
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RINSING PRQEDURE

LABELING VIAL POSITION FOR RINS-
ING: SILVER END
UP -~ IN SHIELD

1. VENT the Labeling Vial (SILVER
END) with a 20 g needle.

2. WITHDRAW ALL LIQUID from
the Labeling Vial through the filter

2 (GOLD) end using a shielded syr-
inge.
S nge
|
e S 3. RINSE THE microspheres:

: a. Add 10 cc of RINSING AND
" SUSPENDING SOLUTION to
| the SIL VER END of the Labeling
| Vial leaving the venting needle in
i place.

| b. Subject the Labeling Vial (minus
| shield) to ultrasonic agitation for
| 1 minute (GOLD END DOWN).
| ¢. Return the Labeling Vial to the
| shield and withdraw liquid from
| the filter (GOLD) end of the L&
| beling Vial.

(I 4. After the rinse, ADD 10 cc of

| . RINSING AND SUSPENDING

" a’/ SOLUTION (SILVER END) to be
used as the injection vehicle,

& REMOVE venting needle and affix
the Radioactivity Warning Label.

6. Before withdrawing the Albumin
Microspheres (SILVER END) from
the Labeling Vial WITH A PLAS-
TIC SYRINGE ), shake the Labeling
Vial well or ultrasonicaily agitate
for 1 minute and inspect for aggre-
gation. Repeat if necessary.

it is recommended that the Microspheres be rerinsed once if they have
stood for more than three hours after labeling. This rinse step should be
performed just prior to injection to minimize the free 99m T¢, Withdraw
the supernatant solution through the filter (GOLD) end of the Labeling
Vial and replace with fresh Rinsing and Suspending Solution. Then follow
the instructions in Step 6. The Microspheres need not be rinsed again if
they are used within the recommended time limit of eight hours from the
time of labeling.




DETAILE" OBSERVATIONS

m

PREPARATION FOR LABELING

1. Amermbie Supplies
s. A Labeling Unit consists of:
1 ~ Labeling Viel
1 —~ Rinsing end Suspending Solution
Vial
1« 26 g, 3/8" Neadie
1 ~ Aadioactive Warning L absl

b. The recommended sccessories sre.

1~ 20 ¢c Syringe Shield - 3/32” lead
wall (must provide sccess to both
ends of the Labeling Vial}

1 — Labeling Viei Shieid - 1/4" lesd
wall

1~ Tongs - 10" length (must be ceps
bia of rbom the Labeling Visl
securely

1 ~ Water bath (s 260 cc besker on &
hot plate is sdequate)

1 - Ultrasonic Genergtor
Tenk Size: 3.5"x3.6"x2.68"
Oversll Slze: 8" x8" x 8"
Powe: Oumput: 26 watts

Disposable Syringes (s plestic syrl e

recommanded for the injection step

c. The Labeling Visl components sre:
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d. Pertschnetats Supply

8) The volume of activity sdded to the
Labeling Viel shouid be 10 cc.

b) Any dilution must be made with Sodi-
um Chioride Injection. U.S.P.

¢) The labeling reaction depands on main-
taining reducing conditions. Therefore,
any oOxidant present In the pertech-
netats supply may sdverssly affect the

resction

labeling y

d) Technetium-89 content of >0.01 mg
may discolor the Microspherss. This
should not occur with Generator-
produced technetium,

8. Syrings Preparation
Use » shislded, disposable syringa.

%,} b g /[

MDA TRY )RS 064-1306-000

LABELING PROCEDURE

1. Add Pertechnoetate

& Use the 25 g neadle provided to obtain the
correct flow rate through the ion-exchangs
resin bed. This is important so that the
sudium lons in the saline cen relesse the
ecid from the ion-exchange resin. About
45 seconds s normal.

b, Allow the vacuum in the Labeling Vial to
draw the pertechnetats through the resin,
DO NOT INJECT. The 2 cc of air will
purge the 99MT¢ solution from sbout the
rasin,

¢ I¥ VACUUM HAS BEEN LOST THE
ViAL SHOULD BE DISCARDED.

4. Ultresonic Treatment

o. The Microspheres sre contained primarily
on the glass filter disc. The ultresonic and
manusl egitation thoroughly remove the
Microspheres from the filter disc end seps-
rate them one from snother for labeling.

b. The tablet, containing Sodium Thio-
sulfate, need not be totally dissolved in
this step.

c. Foaming of the liquid may be expected.

6. Meating Step

8. The resction between the scid, sodium
thiosulfate, pertechnetate and micro
apheres produces the 99MTc.labeling
Albumin Microspheres.

b. It is iImportant thet vigorous sheking of
the Labeling Visl be continued for the
entire 6 minuts period for optimal labeling
of the Microspheres.

6. Cooling the Labeling Visl —~ A convenient

technique is simpiy putting the Labeling V isl
in the ultrssonic unit with the switch OFF
for 1 minute. The Labeling Vials are Pyrex
and ere heat resistant.

RINSING PROCEDURE

1. Venting facilitates sddition and removsl of

liquid trom the Labeling Vial.

2. Withdrew Liguid

8. Withdrawing liguid through the Gold end
causes the Microspherss to be filtered and
retainesd in the Labeling Viel by the por-
ous glass disc,

b. Removel of the liquid causcs most of the
“free” tachnetium to be removed.

3. Rinsing severs! times brings the free tech-

netium to & very low velue. Experience has
shown that a single rinse is sufficlent if cere
is taken to follow the instructions provided.

uclear Product 3!.“..-
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A, Clinic Area and Hospital Area

1. Film badges an any other special moni toring devices,
directed by the health physicists, will be worn in the nuclear
medicine clinic at all times,

2., Clothing that can be stored for decay which might be contaminated
with radiomiterials, will be worn at all times in the clinic or
while working with radiomiterials,

B. Hot Lab Area
1, Disposable gloves will be womrn any time a technologist is

handling linuid isotopes, and if any cuts or sores are present on
the hands,

2, There willbe no eating, drinking, smoking, or application
of cosmetics in the laboratory area,

3+ Acids, alkaies, organic solvents, radiocactive materials,
and body fluids which are disposed of in the hot sink will be
flushed with large volumes of water,

Ls All personnel will wear gloves while handling, administering,
of radiomaterials,

5« All personnel will wear disposable gloves and laboratory
Jackets when reachingjwith their hand, remote handling devices
inside the shielded area of the laboratory where radiomaterials
are stored,

6. All gloves, protective clothing, instruments, and glassware
will be checked for radiocontamination with appropriate monitoring
devices after use, and, if contaminated, will be placed in the
appropriate receptacle to await decontamination and/or decay,

7« All radiomaterials will be stored, handled, and admirstered
in designated areas of the clinic,

8. Glass shipping containers of radiomateriale will be stored
inside lead containers, inside the shielded area of the laboratory,

9. No radicmaterials will be pipetted by mouth,

L+ 10, Tracer or theraputic doses of radiomaterials and samples

for counting will be stored in tne shielded area in the laboratory
until their use, ot *

11, There will be no items for human use stored in the laboratory
refrigerator, = ‘
‘9 a’

12, No water for drinking purpose will be obtained from the
laboratory, iy

29180
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CALCULATIONS

ACTIVITY:

Decay all counts to the time of assay,

(Decay Factor)(Original Activity)eActivity/ml
(Activity/ml)(10ml)=Initial Activity

FINAL ACTIVITY:

‘E-Vhl Full BE? E-Vhl Eztlzx( Initial Activity)

ACTIVITY/ml

Final Activit
Volume

% TAGs

~vVial Full B) (100
a

SPECIFIC ACTIVITY

% Tag X Initial Activity
T ugm

% Free 99mTcOLs

8 e Fourth Wash) (100
ou as

23

1
&

80
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Labeling 3-M Albumin Microspheres with 99mTc

1. Reaction vial - Gold end up.

2, Add 20-25 mCi 99“Tc in 10 cc saline and 2 cc air thru 3/8" 25 Ga needle.
Add slowly, vacuum in vial,

3. Remove syringe, shake vial vigorously (15 sec.)

4. Shake in ultra-sonic bath, gold end of vial down (1 min.)

5. Place vial in boiling water bath, 6 min. with constant shaking.

6. Place vial in ultra-sonic bath (switch off) cool, 1 mi.

7. Vent silver end - 22 Ga needle. Remove supernatant through Gold end,
Assay 99'"'1\:0“ in mediac.

8. Add 10 cc of suspending solution, through silver end.

9. Place in ultra-sonic bath, switch on (1 min,)
Repeat steps 7 and 8 (2 cimnl).*

10. Remove vent needle, shake in ultra-sonic bath - 1 oCi.

11, Before sampling, shake vigorously,
Remove through silver end.

12. Assay - paper chromatogram, particle by microscope.

* Extra wash advised by Donner Lab,

29180



Figure I
, A RECOMMENDED SETUP FOR PERFORMING THE REQUIRED LABELING °ROCEDURE

LABEL ING
PERFORM LABELING WITH NO DELAY BETWEEN CONSECUTIVE STEPS

7.

il.

ADMIT THE 10cc OF PERTECHNETATE SOLUTION AND THE 2cc OF AIR INTO
THE EVACUATED LABELING VIAL THROUGH THE GOLD END. (45 sec

a) Use the special 25 ga. needle.

b) Do not attempt to force the solution into the vial.
(Light tapping on the plunger may be used to overcome
friction between plunger and syringe barrel.)

c¢) If the vial hzs lost its vacuum, remove the pertechnetate
syringe and needle. Restore vacuum by making 3 successive
draws through the silver end with a 20cc syr'nge, and
begin Step 7 again.

IMMEDIATELY, REMOVE PERTECHNETATE SYRINGE AND NEEDLE: xEMOVE

AL FROM ITS SHIELD.

IMMEDTATELY SHAKE THE VIAL VIGOROUSLY, TO SUSPEND THE (15 sec
MICROSPHERES.

IMMEDIATELY, SHAKE LABELING VIAL IN ULTRASONIC BATH (switch

“ON") GOLD END DOWN. , (1 min

a) Shake hard enough to keep the contents splashing.
b) C?mp!ete dissolving of the tatlet is not assential at this
time. .

QUICKLY IMMERSE THE LABELING VIAL IN THE BOILING WATER BATH (6 min
AND CONTINUE SHAKING FOR THE ENTIRE 6 MINUTE PERIOD.
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3M BRAND Al;;MIN MICROSPHERES 9°MTc LABELING KIT
INSTRUCTIONS

e’

PREPARATION

1.
2.

READ THE ENTIRE SET OF INSTRUCTIONS THORQUGHLY

ASSEMBLE SUPPLIES
a) 3M Brand Altumin Microsph=res aamye Labeling Kit

consisting of " Labeling Vial .
: 3/8" 25 ga. needle
Vial of Suspending Solution /’// 5

b) Uitrasonic Bath - containing tap water
¢) Boiling Water Bath - for exam-ie, a 250 cc beaker on a hot plate

d) Forceps - for gripping the labeling vial securely by the end
while handling and shaking
e) Syringes and Needles - Three 20 ¢ syringes with 20 ga. needles
One 20 cc syringe with special 3/8"
25 ga. needle (supplied)
One spare 20 ga. needle for venting vial
(Step 13)

f) Timer or Watch

g) Shielding - General shielding for water bath and ultrasonic unit.
(eg. lead bdricks or L-block)

- Labeling Vial shield, providing access to both septa.
(eg. lead pig with 2 1/2" hole drilled through the

bottom. )
SHIELD BO.LING WATER BATH AND ULTRASONIC BATH

. EXPOSE BOTH SEPTA OF LABELING /TAL AND PLACE VIAL IN SHIELD

GOLD END UP.

OBTAIN OR PREPARE SODIUM 33MTc PERTECHNETATE OF DESIRED CONCENTRATION

IN STERILE PHYSIOLOGICAL SALINE SOLUTION.

a) Have the desired number of millicuries in !9 cc of solution.

b) Any dilution must be made with Sodium Chloride Injection USP.

¢) Minimal oxidant concentration is desirable. (eg. hydrogen
peroxide, etc.)

PREPARE 10 cc OF PERTECHNETATE AND 2 cc¢ OF AIR IN THE SINGLE SYRINGE
WITH THE SPECIAL 3/8" 25 GA. NEEDLE ATTACHED.

29180
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Pegs
- SR e ¢
“ |2. PLACE LABELING VIAL IN THE ULTRASONIC BATH (Switch "OFF") (1 min.)

T0_COOL.

IGURE 11 ADDING THE PERTECHNETATE (Step 7)

vt
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RINSING AND SUSPENDING

uE

13. Vent silver end with 20 ga. needle and place labeling vial
in vial shield, gold end down.

14. Remove free technetium by withdrawing all liquid through
gold end of labeling vial.

15. Add 10 cc suspending solution through silver end of the
labeling vial.

16. Place labeling vial in ultrasonic bath (switch “ON") for one
minute.

17. Repeat Steps 14 and 15.

18. Remove Vent Needle and shake in ultrasonic bath for one minute.
Keep contents splashing.

19. Assay labeled Microsphere suspension.

FIGURE IV THE RINSING PROCESS
(Steps 13-16)

/0. Shake vigorously for 3-4 seconds.

21. Withdraw dose from silver enc. (Avoid 'eaving residual positive
pressure in vial.)
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SQUIBB TECHNETOPE II (TECHNETIUM 99m)STERILE GENERATOR

DIRECTIONS FOR ELUTING 9%
Carefully follow each step in the order described,

1., Insart the needle end of the elution tube into the horigontal
glct in the generator stand so that the needle points upwards; imx
insert the other end of the elution tube in the vertical slot
or the side of the stand,

2. Rem.ve the bottom lead plug in the generator shield and swab
the ruvvr closure with a suitable germicide using a sterile
cotton-tipped applicator. Do not remove top of lead shield.
Do not take the column out of lead shield,

3. Remove the protective sleeve covering the elution tube needle
and firmly place the generator on the exposed needle. Do not
remove the internal sleeve,

L. Place the shielding sleeve over the generator,
5. Remove the top lead plug and swab the closure with germicide,

6. Insert the eluent needle adapter, spike end up, into the top
closure of the generator column., Remove the plastic protective
eleeve, holding the hub of the adapter firmly so as not to
dislodge it.

7. Swab the eluent bottle rubber closure with germicide. Invert
the eluent bottle and place it firmly on the plastic spike,
Attach tube to eluent bottle as shown in diagram, No additional
support is required for the eluent bottle.

8. Place the sterile evacuated collecting vial into the lead container
and cover with the lead top provided., Swab the ruiber closure with
germicide,

9+ Swab the rubber closure of the elution tube with germicide.

10, Insert one of the two milking tube needles into the closure of
the elution tube., Quickly insert the free milking tube needle
into the evacuated collecting vial,

11. Eluted 99m™I¢ golution will flow rapidly into the collecting
vial. Should the eluent not flow freely, replace the evacuated

collecting vial,

1?7, Wh n the elution is complete clamp th= milking tube with a hemostat;
rem: ‘e the end connected to the gererator first, then the end inserted
in th  vial, Discard the milking tube using appropriate radiation
safety nrecautione,

13. The eluent bottle, the eluent needle adapter, and the elution tube
should not “e removed 2uring the life of thg gemerator,
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