REGISTRPY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SEALED SOURCE
(Amended in its entirety)

NO: NR-558-$-101-S DATE: JAN 2 U 1283 PAGE 1 OF ¢

DEVICE TYPE: Intersitital Implant Source and Storage Container
MODEL: R/1 (seeds) and P-1, P-2, P-3, P-4 Storage Containers

MANUFACTURER/DISTRIBUTOR: RAD/TRID, Inc.
600 "U" Street, N.W.
Washington, D.C. 20001

MANUFACTURER/DISTRIBUTOR :

ISOTOPE: Iridium-192 MAXTMUM ACTIVITY: 15 millicuries

LEAK TEST FREQUENCY: Six months

PRINCIPAL USE: (V) General Medical Use

CUSTOM DEVICE: YES X NO
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REGISTRY OF RADIOACTIVE SEALED SOURCES AND DEVICES
SAFETY EVALUATION OF SFALED SOURCES

ND: NR-558-5-101-5 DATE: wAN 27 133 PASE 3 OF &

DEVICE TYPE: Intersitital Implant Source and Storage Container

NESCRIPTION (Cont'd):

Model No. Maximum Capacity — Maximum ‘ctivity

R/1 Pl 30 ribhbons 450 millicuries
R/1 P.2 16 ribbons 240 riilicuries
R/1 P23 14 ribbons 210 millicuries
R/1 P-4 18 ribbons 270 millicuries

Prior to shirping each of the ahove stor-ge containers, they are properly
packaged into a 12" x 12" x 12" ccntainer,

LABELING:

Seeds and ribbons are not labeled, However, each container bears a label stating
the following markings:

"CAUTION-RADIOACTIVE MATERIAL"
Trefoil symbol

RAD/IRID, Inc.

2212 Georgia Avenue, N.W,
Washington. D.C. 2007

“RAD/IRID, Model 1 IR-192 sources are licensed by the U,S. Nuclear Regulatory
Commission for distribution to persons licensed pursuant to 10 CFR, Sections
34.14 and 35.100 Group VI or under equivalent licenses of Agreement States. For
handiing and storage instructions, see package insert.” Additionally, a data
sheet decay chart and bill of 1ading are sent with each shipment. The data
sheet and bill of 1ading include the caution "Repeated autoc laving is not
recommended. This set should not he used after two (2) months.”

DIAGRAM:

See attachments.

CONDITIONS OF KRORMAL USE:

These sources and containers are designed for use in hospital or clinical
environments far the treatment of cancer under the normal conditions encountered

in clinical practice.

PRATOTYPE TESTING:

These sources have heen previousiy approved for use by the NRC on December 24, 1975,
Prior to that time, they had beer approved for use by the AEC in 1953.
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ED SOURCES AND DEVICES
SEALED SOURCES

NO: 1R-558-5-101-5 DATE: ‘AN 2 € 183 PAGE 5 OF &

DEVICE TYPE: Intersitital Implant Source and Storage Container

EXTEANAL RADIATION LEVELS:

Model No.
R/) 9.} R/1 P-2 R/1 P-3 R/1 Dal
Top 20 8 20 29
Bottan 15 25 15 25
Side 20 10 10 15

QUALITY ASSURANCE AND CONTROL:

PAD/IRID states that nuality assurance and control are provided routinely throughout
the ma facture and use of the sources. The stainless steel tubing from which the
capsul  are made is certified hy the manufacturer (Superior Tube Csmpany) to be
type 3u+ stainiess steel hyperdermic needle tubing with chemical composition and
mechanical prooerties zested and notorized. The manufacturer /Engelhard !ndustries)
of the wire used certify it to be an alloy of 30% Iridium and 70 Platinum. Curing
seed fabrication representative numbers are individually inspected with a microscope
to ensure the cc!d weid when fabrication is complete, all seeds are indiviZually
inspected for unformity, bent, or damaged seeds are discarded. After seecs are
irradiated they are comparatively measured with & standard of known activity.
Representative are then smear tested for possible contamination.

*. del ! ribbon sources are assayed by RAD/IRID for content of radioactive material
using an ionization chamber and a calibrated Cesium-137 source. Conversiocn units
are:

1 m3 radium equivalent = 0.85 mRh-cm = 1.5 mCi Ir-192
Each batch of seeds are given a code number for traceazi1ity. Earh ribbon is smear
tested for contamination to an acceptance limit of 10°° microcuries.

LIMITATIONS AND/OR OTHER CONSIDERATIONS OF USE:

o Sources and containers may be distributed to persons specifically licensed
pursuant to Sections 35.13, 25.14, and 35.100 Group VI, 10 CFR 35, or under
equivalent regulations of Agreement States.

o Sources should not he subjected to autoclave pressures in excess of 350 psi
and temperatures in excess of 250°F, nor to these temperatures and pressures
for neriods in excess of 30 minutes.

o Tiese sources shall e leak tested at intervals not to exceed six months using
techniques aoproved by the licensing authority and capable of detecting 0.005
microcurie of removable contamination.
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