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Department of the Army - Department of the Army
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Army Medical Research and Nutrition - Army Medical Research and Nutrition
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Denver, Colorado 80240 Donver, Colorado 80240
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mumber of 10urces and mosimum octivity per source |
'Te-99m ~ Fe - Ascorbate - DTPA, 100 mCi, prepared by use of
RENOTEC, 99m Te - Iron-Ascorbate- DTPA kit, E.R., Squibb and
Sons, Inc., P.0O. Box 4000, Princeton, New Jersey 08540

Te-99m Sodium Pertechnetate obtained as elu&to from E,R. Squibb
and Sons, Generator Model 08871 (See para 60 of cxisting AEC
Byproduct Material License 05-00046-13.

Te~99m

|
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Human Use - Kidney Imaging
see supplement A (Form AEC -~ 213a)
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New
More
Efficient Packaging
* Holds 5 kits
* Saves refrigerator storing space
* Cutout window provides view of
expiration date

New
Easy-to-use, Unimatic’
Preassembled Syringes
* No leaking
* With rubber diaphragm seal—
prevents needle-liquid contact
until ready for use
* Color-coded—for easy
identification
* Completely disposable

*Te-irom-Ascorbate-DTPA Kit
e i

With premeasured reaction vial

@
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R E N OTE C° (Technetium 99m-Iron-Ascorbate- DTPA KIT)

For Kidney Imaging

REMOTEC”

Technetium 98m-lron-Ascorbate-DTPA Kit

Deacripiion,

Renotec proviaws ' & nonradioac! ve reagents needed 10 prepare
A sterile. r npyrogenic solution of technet um oM ron-ascorbate-
dwethylensinamme pontascelic acid. Renotec does not require
complex laboratory facilities for radiopharmaceutical synthesis of
™Tc-Fo-ascoibate-DTPA.

NOTE. The stenle ™Tc-sodium pertechnetate 1o be used in the
feaciion s obtained by elution from a Squibb technetium 99m
gensralor

Actions

The ™Tc-Fe-ascorbate-DTPA prepared from Renotec (Technetium
29m-iron-Ascorbete-DTPA Kit) is not a true cheiste. It has been
thecrizea that the radioactive component which localizes in the
kidneys 18 a hydrolized form of technetium similar to that lormed
by the "™ Tc-Fe-ascorbic acid complex; both are alike in biological
behawvior

The ™Tc-Fe-ascorbate-DTPA is not excreted purety by glomer-
uler hiltrabon as are the chelates ™Tc-DTPA (Ferrous) and ™Tc-
DTPA (Sn). and is retained in higher amounts in the Kidney. As a
resull quaniitative renal function studies ars not possible with
"Tc-Fe-ascorbate-DTPA, but the greater concentration in the
kidney makes the product ideal for renal imaging.
indicotions
The ™Tc-Fe-ascorbate-DTPA, prepared from the Renotec (Tech-
netium 88m-iron-Ascorbate-DTPA Kit) reagents, is intended for use
a8 a scanning agent for kidneys and as an aid In detecting kid-
ney lesions.

Contraindications &

Al present there are no known contraindications o the use of
™Tc-Fe-ascorbate-DTPA,

Warnings

The contents of the syringes provided in the kit are intended only
for use in the preparation of ™TcFe-ascorbate-DTFA and are
NOT to be direcily injected intc a patient.

Tris radiopharmaceutical should not be administered to patients
who are pregnant, or during lactation, uniess the benofits 1o be
gained outweigh the potentiai hazards.

Ideally. examinations using radiopharmaceuticals, especially
those elective in nature. of a woman of chiidbearing capability,
should be performed dunng the first tew (approximately 10) days
following the onset of menses

Since ™Tc is excreted n human milk, formula-feedings should
be substituted for breast-leeding if the agent must be sdministered
to the mother during laciation

Hadiopharmaceuticals should be used only by physicians who
ste qualitied by specific traiming in the safe use and handling of
fadionuchoes produced by nucisar reector or particle accelergtor
and whose experience and training have been approved by the
&ppropnate government agency authorized to license the use
of radonuclides

Note Renotec (Technetium 99m-lron-Ascorbate-OTPA Kit) is
nol radioactive. However afer ™Tc is added, adequate shielding
of the resulting preparation should be maintained,

Precautions

To assure adequate urinary fiow the patient should be sufficiently
hydrated To munimize radiation dose (o the biadder, the patient
should be encouraged to void when the examination is completed
and as often thereafier as possidle for the next 4-8 hours.

In the use of any radioactive material, care should be taken to
nsure minimum radiation exposure 1o the patient consistent with
proper patent management, and to insure minimum radigtion ex-
posure 1o occupational workers
NOTE. Renotec (Technetium 98m-lron-Ascorbate-DTPA Kit) was

designed for use with the sterile "*Tc sodium pertechnetate eiuate
obtained from a Squibb technetium 99m generator; it is recom-
mended that only a Squibb technetium 99m gensralor be used as
the source of sodium pertechnetate
Addverse Reactions
Al present, adverse reactions have not been reported following
the administration of ™ Tc-Fe-ascorbate- DTPA,
Dusege and Adwenistration
The ™Tc-Fe-ascorbate-DTPA is administered Intravenously. The
sugpested acult dose range for renal scanning is 3 to 5 mCl.

The patient dose should be measured by a sultable radioactivity
calibration system immediately prior 10 administration (suitabie
dose calibrators are available from Squibb).

Physicel Charactarieics of ™Tc
Table |
Transition Data
(Sodium Pertechnetate "*Tc¢)
| Transition

% Energy

Moue Disintegration (Mev)
Gamma-1 98.6 0.0022
Gamma-2 886 0.1408
Gamma-3 1.4 0.1427

Specific gamma dose rate corstant (I') = 0.72 R/mCl—hr. at 1 em
Local deposition (é,) ~ 0014 Mev/disirtegration

Padtaden Doshnairy
Mathod of Calculation: Absorbed dose estimates, J. Nucl. Med
Suppl. 2. Pamphist No. 4 (March 1969)

Maximum Dose: 5 mCi, intravenously injected. The effective

half-time ie taken to be equal to the physical half-life of .0 hours.
to the gonads are considersd to be proportional to the

whole-oody dose. with a backscatter factor of 1.2 for the fo-

male goneds.

:
i

Tabie 1!
Renotec (Technetium 99m-iron-Ascorbate-DTPA Kit)
Radiation Doses of ™Tc¢ tor 5 mCi/70 kg Man

Gonads

Whole-body | Kidneys | Bladder | Male | Female

- b ——— — —
Dose (rads) 0.08 0.21 28 0.08 0.10

To correct for radioactive decay, multiply the assay value stated
on the label by the fraction remaining at the time of administration.
The traction remaining at selected time intervals befors and after
the calibration day can be found in Table 1|

Table i1
Decay Chart Technetium 98m
Haif-lite 6.0 he
Fraction —T - Fraction g
Hours Remaining Hours | Remaining
-8 1779 " 582
4 1.587 s : 500
-3 | 1414 i 7 | A48
-2 ‘ 1.260 | 8 397
-1 1.122 \ L] ‘ 354
0o 1.000 315
1| 91 142903 261
2 l 794 14 250
3 v l 18 125
4 - sao 24 1 - o83
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Preparation of " Tc-Fe-Ascorbate-DTPA

important: Renotec (Technetium 99m-lron-Ascorbate-DTPA-Kit)
should be usad with the sterile ™ Tc-sodium pertechnetate eluate
obtained from a Squibb technetium 99m generator. See the in-
struction sheet provided with the generator for compiete diractions
on eluting and assaying * ‘Tc. Do not use the eiuate if there is any
evidence of foreign matter. NOTE: During preparation of ™ Tc-Fe-
ascorbate-DTPA the solution will undergo color changes ranging
from Light brown to yellow.

Procedure: 1. Swab the rubber closure of the Sterile Reaction
Solution vial with germicide 2. Aseptically inject the proper
volume (1 to & cc.) of sterile "*Tc eluate into the Sterile Reaction
Solution vial The volume is determined by the dosage required
(the number of mCi) and the activity of the eluate at the time of
preparation of the complex (see also Step 6). Relieve the excess
pressure in the vial (created by the injection of the oluate) by
withdrawing a volume of air approximately equal to the volume
of eluate injected. Shake the vial gently to mix the contents. 3. As-
semble Syninge 1. containing sterile 0 07N sodium hydroxide solu-
tion, and aseptically inject the entire contents into \he Sterile
Reaction Solution vial. Relieve the excess pressure by withdrawing
approximately 2 cc. of air. Shake the vial gently to mix the con-
tents. 4. Assemble Syninge 2. containing sterile DTPA solution, and
aseptically inject the entire contents into the Sterile Reaction
Solution vial Relieve the excess pressure by withdrawing approx-
imately 2 cc of air. Shake the vial gently to mix the contents. 5.

Atfix the accompanying pressure-sensitive label to the Sterile Re-
action Solution vial. Maintain adequate shielding for the radioac-
tive ™Tc-Fe-ascorbate-DTPA 6. The radioactivity concentration of
the final ™Tc-Fe-ascorbate-DTPA may be calculated by the follow-
ing formula: C -~ A — (6 + V), where C = radioactivity concen-
tration of ™Tc-Fe-ascorbate-DTPA (mCi/cc.), A = ™Tc activity
added to Sterile Reaction Solution vial (cc), and V - volume of
™~Tc eluate added to Sterile Reaction Solution vial (cc.). With-
drawals lrom the Sterile Reaction Solution vial should be made
with a 22-26 gauge needle.

How Supplied

Renotec is available in cartons containing 5 Kits Each Kit contains:

® 1 vial (2 cc.) of Sterile Reaction Solution. Each cc. of aque-
ous solution provides 5 mg ferric chlonde 2.5 1o 5 mg. as-
corbic acid. and sodium hydroxide to adjust pH to 2.0-4.0.
Contains no preservative

e 1 Unimatic® disposable syringe (2 cc) Syringe 1-Sterile
0.07N Sodium MHydroxide Solution. Each cc. of aqueous so-
lution provides 2.8 mg sodium hydroxide

e 1 Unimatic® disposable syringe (2 cc) Syringe 2-Sterile
DTPA Solution. Each cc. of aqueous solution provides 2.5
mg. diethylenetriamine pentaacetic acid.

o An adequate supply of pressure-sensitive labels.

@
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E. R. Squibb & Sons, Inc.
P.O. Box 4000
Princeton, N.J. 08540
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