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important Safety information About 3M Heyman Applicators
L

TO : ' OWNERS OF ALL 3M CESIUM-137 HEYMAN AFTERLOADING i

j|APPLICATORS
r '
L FROM: DAVID 0. KUBI ATOWICZ AND 11. LEE MARKS

3M PROFESSIONAL SERVICES
|

SUBJECT: CS-137 SOURCE AND/OR IIANDLE SEPARATION FROM :

STAINLESS STEEL SilAFT. |

l
DATE: OCTORER 1989 j

Our records show that 3M Afte< loading Applicators have |
j been shipped to your hospital. By way of this letter 3M !

is alerting you to possible separation of the Cs-137 !
'

source and/or handle from the stainless steel shaft of
the Applicator.

The enclosed Package Insert shows the points of
detachment circled in red. At these points, the Cs-137
source and handle are attached to the stainless stcel
shaft using a silver braze.

! TO MINIMIZE CONSEQUENCES OF A DETACilED SOURCE, PLEASE
CHECK VISUALLY AND/0R WITH A RADIATION MONITOR EACil
TIME Tile IIEYMAN APPLICATORS ARE INSERTED AND REMOVED
FROM A PATIENT TO CONFIRM THAT THE CS-137 SOURCE IIAS
NOT DETACHED FROM Tile !!EYMAN SHAFT.

If a Cs-137 source or handle detaches from the stainless
steel shaft on your lleyman Applicators, please contact
3M Customer Service at 800-328-1671 for repair
instructions.

Whereas frequency of Cs-137 source and/or handle
detachment is less than 1% of all 3M Heyman Applicators
sold, two recent source separations at different
hospitals has resulted in the mailing of this letter.

We are studying possible causes of braze joint failure
on the lleyman Applicators, and will notify you of
relevant findings.

dIf you want additional technical information please call [b'fDavid Kubiatowic: at 612-733-9127 or Lee Marks at
612-733-8996. 3(
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? ECedan-W
Nalaturked hbe Sources Series 6510,6570

'

liepnan Afterloadng Sources Series 6550 i
:

|

'

Description Actions j
SM Cesium.137 :niniaturtred tube sources consist of two stainless steel 3M Coelum.137 miniaturlied tube sources and Heyman afterloading !
capeuses - en outer casing and an inner core containing cesium labeled sources emit a gamma rey of 662 kev. The clinical effecacy of the sources is ,

ceramic rnicrospheres packed along the active length. Each miniaturized a result of interaction of this hntzing radiation with the tissue being treated. |

' tube source is n6ckel. plated, and engraved with the nominal activity and
,, ser6al number.

{
indicationsL m. . . _

*** f - 7#U.Wy" 3M Costum 137 miniaturtzed tube sources are used pr6marity for the
1 l treatment of gynecological cancers. in addition to cancers located in or
a@ m ye about other body cavatees.' 3M Ces.um.137 Heyman afterloading sources i[Q m

- ~;~ are used for treatment of endometr641 cancer.e ;
4

, i

\ \ AM m \ O'"" 3M Cesium.137 miniaturlied tube sources and Heyman afterloading
evowan \ gg*g sources may be used in conjunction with other treatment modahties. <

'

o h e* W *****"** The use of 3M Casium 137 sources for any ind6 cation should be prescribed
" " " * * * * by a quahfied practitioner.

3M Cesium.137 Heyman afterloading sources consist of a 3M Cesium.137 j

miniaturleed tube source brated to a 0.9 mm stainless steel wire. The distal '

end of the unit conalets of a beveled handle wtth a screw. lock mechanism.
The handle is engraved with the source nominal activity and serial number. Precautions

,

Preparation for Use,. .m
'**] 3M Coelum 137 miniaturtred tube sources and Heyman atterloading

sources are radioactive and appropriate precautions must be taken when ;

f,,7~ handhng tr.ese sources. All steps of the use procedure should be planned'
i

" D *"") in advance to mintmtre rediation exposure to personnet consistent with
* ' **h e IN pubhshed exposure hmits.s*' e, ,%

UM. 'O*@*h Personnel monitoring la reaulted for individuals working with coslum 137., g

|teo= "L~}
,

* m womest sources. A film badge or TLD dosimeter worn on the body and, for

h/ ,
Ma

handhng, a ring dosimeter will provide adequate detection. ;
I 3 su Cnium.137 miniaturized tube sources and Herman afterioedingi

sources must be stored in a protective lead cafe or Vault of such thlCkness
Q E' D 1 as is necessary to reduce exposure rates to permissible levels.8 When j

sos transporting sources within the hospital promises, an appropriate carrier -

' with adequate shielding should be used..o%

r" All manipulations involving 3M Coelum.137 miniaturtred tube sources and .|u

7 Heyman afterloading sources should be carried out behind shielding of
e- such stre and thickness as will sooquetely sNeld the operstor. DIRECT ,

CONTACT WITH THE SOURCES SHOULD BE AVOIDED.The' >

I
; preparation of apphcators incorporating tube sources should be carried
i out behind a protective L. block, constructed of lead. In addition. 3M
'

ts Cesium.137 sources should be handled only with forcops. with as much
distence se practical between sources and the operator. 3M CESIUM 137g

-

- % %m ,g MINIATURIZED TUBE SOURCES AND HEYMAN AFTERLOADING
SOURCES SHOULD NEVER BE TOUCHED WITH THE HANDS.
Radiation detection equipment should be available whenever 3M Ces6vm. |' "

] 137 miniaturized tube sources and Heyman afterloading sources are being
handled.,,

Physical Characteristics
AppilCation to Patient !Cuium.137 has a half-life of 30.0 years and decays with the emission of a

monoonergetic gamma rey of 622 kev. 3M Cesium.137 miniaturtred tube sources and Heyman afterloading
To correct for the physical decay of Ceslum.137. the decay factors at sources should be used only by individuals who are quahf6ed by training
selevted years after the assay date are shown in the table following, and experience in the safe use and handling of radlonuclides and whose

experience and training have beer, approved by the appropriate
Decey Chart ter Cesium. 37 Hett.ute 30.0 Years government agency authortied to license the use of radionuclides.

Decay Decay Decay All practical physical protection should be provided during the application

| Veers lector Years tector Years tector procedure. When the use of protective barriers is not practical, operstors ,

o 3.s . . .92 7.o. .. . . . . . . .as must rety on distance and speed to minimize racistion exposure.* Persons
o.0.

.... . .. 1.00i .

s. ...... .. ... 9e 4.0.............st 7.5.. . . .s4 shouid not temain closer than necessary to the radioactive material. either.

t .0 . . . . . . . . . . . . 9a 4.s . .. 90 s.0. . .e3 before or efter its introduction into the patient.... . ..

.. .. .. . . . . . . .a ... . .... . . The correct fitting of an unloaded applicator to the knatomy of the pattent !

2$5 U. [.. '. C .|'94 6. 0 . ' . |..[|s? 95.'. . I .' s0 should be verified prior to the insertion of cesium.137 miniaturtzed tube*

| . .

| '5.0 . . . . . . . . . . . . . s 3 6.s....... . .a6 10.0 . . .79 sources and Heyman afterloading sources to assure that the prescribed
... ..

,
radiation dose is delivered to the patient. In addition. careful planning of the

Radiation Protection 0" met''cai arrangement of the sources will reduce radiation exposure to
j personnel during the loading procedure by avoiding hesitation and

The half.value !ayer in lead for cesium-137 is 6 mm,- changes.
*
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thickness as will adequately shield the operator. In addition, the sources*

Treatment of Patient should be handled only with forceps. AutoCEves shoul be equipDed with*

All natients shouid be informed of the nature of treatment with su Cesium, traps or other means to prevent source loss through the dran hole.
131 mmisturised tube sources and Heyman afterloadirsg sources and the 3M Ce61um.137 man 6aturtrod tube sources and Heyman afterloading
espected period of time during which radiation precautions will be sources withstand normal storisiastion conditions of temperature and'

noosemary Patients, their close associates. and associated medical pressure. The sources retain their inteprity at temperatures of 800' C
personnel should be instructed in the necessary radiation safety for 60 minutes.
procedures required for someone who is being 4reated with costum-137. Leak Testing
Guidelines for neccesary precautions have been established by the
National Council on Radiation Protection and Measurements and are 3M Cesium.137 mtniaturtred tube sources and Heyman afterloading [
detailed Irl NCRP Reports. 8. 8. 8. 8. ' sources are leak tested pr6or to shipment and the results provided on ,

shipping certification papers that accompany each shipment.
The bed, cubicle. or room of the hospital patient should be marked with a
sign or tag indiceting the presence of brachytherapy sources. In addit 6on. 3M Cesium.137 mentaturtled tube sources and Heyman afterloading
the pateent's chart should ind6cate the number and nature of the sources, sources must be leak tested periodicaffy by the user according to
the total amount of activity, and time and date of appleation and requirements described in 10 CFR 3559. The U.S. Nuclear Regulatory
anticipated removal. Commission has specihed a six-month leak test le.terval for thecJ sources,

* '"" 0 '"E'The extent to which a patient with 3M Coelum.137 miniaturized tube
sources and Heyman afterloading sources must be segregated depend * Adverse Reactionsupon the total activity used, its location in the patient, how long it is to be
there, and to what exposure other persons near him are subject. re ctions involving 3M Cectum.137 miniaturized tube sources

No adverse,n ,a,ie,io, ding sou,ce, naye egen ,epori,d.Consideration must be given to the oroximity of patients in adioining ,ndg,ym
rooms, since normal weh construction may have little value in shielding
gamma radiation. Dosage and AdminlStrat|On
A patient being treated with 3u Cesium.137 miniaturtied tube sources and
Heyman afterloading sources should be rest'icted to his room. The patient The total activity of 3M Cesium.137 mlniaturlied tube sources and Heyman
must not be allowed 10 leave the hospital until the sources have been afterloading sources required for any given treatment depends upon
removed. During the Course of treatment, the patient should Carry a several f4Clors, among which are tumor type and alle, anatomical
wrielband or suitable identification which prov6 des information regarding geometry, and previous rediation history of the tumor site. The treatment
the radioactive nature of the treatment, plan for a particular patient, including the number and strength of sources

During the Course of treatment with 3M Cesium.137 miniatuftred tube and the length of treatment time, should be prescribed by a qualified
physician. Coslum.137 sources decay at a rate of approximately 2% persources and Heyman afterloading sources, surgical bandages and

dressings should be changed only by individuals tralned in radiation safety year, and, as a result, treatment times should be adjusted periodically,
techniques. Dressings must not be discarded until they have been checked
for the presence of sources and found to contain none. Bed baths should How Supplied
be omitted while the sources are in place. Nursing care necessary for the

3M Cesium.137 miniatur!2ed tube sou'ces are available. in series 6510patient's well.being should be preplanned and delivered quickly to (with eyelet).19 mm long x 1.65 mm diameter, with an active length ofminimtre time spent at the bedside. 12 mm. The sources contain cesium 137 in amounts listed below, by
if a source become loose or falls out,it should be picked up with forceps product number,
cnd p; aced in a shielded container In the patient's room. The physician and
radiation protection supervisor should be notified of such an event as soon Series 6510
as possible after its occurrence. g

Removal / Accountability ues.: eauev.i.ni

When 3M Cesium.137 miniaturtzed tube sources and Heyman afterloading 6510 $
sources are removed from a patient. the same radiation safety procedures 6511 .' Y .'" ' 7 S . . | 10
used for insertion should be observed. Aillsnent, dressmgs, c60 thing, and 6 512 . . . . . . . . . . . . . . 15. . . .

equipment should be kept within the cubicle or room where the removal 6513 . . . . . . . . . 20... ....

taxes place until all sources are accounted for. Appropriate detectors and a 6514 ... . . . . . . 25 *. .. ..

shielded carrier should be available in the room where source removal
takes place. Sources of the same dimens6ons, constructed without an eyelet, tre

available upon special request, as series 6570.
After the removal procedure,it should be determined that all 3M cesium.
137 sources have been removed. This may be accomplished by surveying 3M Cesium.137 Heyman afterloading sources, series 6550, are available as
the pat:4nt with an appropriate radiation detector. miniaturtred tube sources brazed to a 0.9 mm stelnless steel wire; the >

otstal end consists of a beveled handle with a screw. lock mechanism forFohowing their removal from a patient. 3M Cesium.137 miniaturlied tube *

contain 10 mg kman atterloadmg capsules. The sources Model6551'
sealing into He

m equivalents of activity. Other 6550 seres HeymanSources and Heyman afterloadmg sources must be returned to en
ind!vidual designated as the source custodian for cleaning, inventory, and sources containing 5,15, and 20 mg Ra equivalent are available upon
storage in a controlled area * spec 6al request.

Cleaning / Sterilization / Storage Each 3M Cesium.137 mir.inturtred tube source is nickei.pisted and
3M Costum.137 miniaturtrud tube sources and Heyman aftericading engraved with the nominat activity (in milligram radium equivalents) and i

sources should be cleaned following their removal from the patient and serial number. This same information is engraved on the handle of each 3M
before bemg returned to a storage safe While cleaning or sterilizing Heyman afterloading source. i

sources, adequate precaution should be taken to avoid radiation exposure 3M Cesium.137 mmisturized tube sources and Heyman afterloading ,

t)the staff, damage to sources, and loss of sources. sources are packaged in a lead pig which is labeled to indicate the isotope.
Cleaning of 3M Cesium.137 miniaturlied tube sources and Heyman amount of activity, and calibration date, as wcil as precautionary regulatory
afterloading sources may be accomplished by rinsing or soaking the statements pertaining to licensing of the product,
sources in water or. if dried fluids are present. In a hydrogen peroxide:
witor (1:1) solution. An ultrasonic both may also be used. Following Licensing
cleaning. 3M Costum.137 sources should be air dried or rinsed The U S. Nuclear Regulatory Commission has approved this sealed
in alcohol. source for distribution to persons licensed to use byproduct matenal
Abrasive substances (e.g. meul cleaners, polishes) must not be used to identified in $35400 of 10 CFR Part 35, to persons who hold an
clean 3M Cesium.137 miniaturt2ed tube sources and Heyman afterloading equivalent license issued by an Agreement State and, outside the United
sources. In addition, sources should not be allowed to contact mercury or States, to persons authorized by the approp'iate authority J

| me'cury.containing solutions, or any other toxic or biologically hazardous Federallaw restricts this device to sale by or on the order of a physician.
m;terials. n,,,,,,, |i

|- 3M Ceslum.137 miniaturtred tube sources and Heyman afterloadmg i ri.ica . on. u o.. .o . restooon ot Remorneract L.a s reo.e.e. pn.i.e.ipn... P . iers ,

l sources may be sterilued with steam (autoclave), dry heat or ethylene t. s moei. N ano s*wstoae. su inw<caciev Raoioenwepy os e noom.w w coacc 09firiosa.as [

J Ov *co*0.c oneoen i merri. iSia jCx6dHEO), Regardless of the method selected, the sources should be a
N b a o was n 4

placed in an adequately shielded container prior to placement in the ,8 y y {N |p ,

steriluatlon chamber. Manipulation of the sources prior to or following , gen,,,,,,, y, ,, gen,,,,,,,,,,oas P.o. som soi rs. wasmagion oc root 4 I

ster 61uation should be carried out behind shielding of such size and a NCRP Report No 40 NCRP Pubhcatens. P o son 30176, Wasmagion oc 20014 l
? NCRP Repor1 No de NCRP Pubhcations. P.o aos 3017s, Wasmngion oC 20014 1
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