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FROM: HQ AFMOA/SGPR
8901 18th St
Brooks AFB TX 78235-5217

SUBJ: Use of Omnitron Model 2000 High Dose Rate Afterloading
Brachytherapy Unit; USAF Permit 23-01002-2AFP, Docket 030-
02260; NRC License 42-23539-01 AF, Docket 030-28641

TO: U.S Nuclear Regulatory Commission
Washington, DC 20555
ATTN: Document Control Desk

1. .oference NRC Bulletin 02-03, Release of Patients after.

Brachytherapy.
,

2. Attachment 1 suspended use of the Keesler Technical Training
Center Medical Center's Omnitron unit for patient treatment and
requested the Medical Center to conduct a risk management review
of continued use of the unit with the additional safegbards given
in Butletin 92-03.

3. Attachment 2 is the Medical Center's recommendation they be
allowed to continue with use of the unit for patient care and
certifying that they have the additional safeguards of Butletin
92-03 in place to support such use.

4. This wi11 confirm that the Air Force intends to continue use
of the Omnitron unit at Keesler Medical Center at this time In
accordance with the NRC's regulations affecting such units and the
added requirementu of Bulletin 92-00.

5. Ptease do not hesitate to contact me at (210) 536-3331 should3yo h ve any a e tio concerning this response.

M h''N . , , _ ,
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6 D 2 Atch!

I DAV G. WOOD. COLONLL USAF, BSC 1. HQ AFMOA/SGPR Ltr, 10 Dec 92Chief. SAF I4mbpe Comrnrttee Secretanat
2. KTTC/SGHRP Med Cen Ltr, *

Ottee of tha surtea G;rieral
g

n W.
cc. HQ ATC/SGP/SGPB

KTTC Med Cen/SG/SGHR/SGHRTSTATE OF TEXAS )
HQ AFMOA/SGP)

COUNTY OF-BEXAR ) (JS NP C , . Region IV (Ms. McLean)

This instrument was acknowledged before u.e on the 22nd day of December 1992,. at Brooks |
Air Force' base Texas, by DAVID G. WOOD, Colonel USAF.

* 9'0 /? (
l2,b.100 /

CARMEN G PEREZ v
-9212300191 921222 Notary for and in the State of Texas

ADOCK0302g1~ My commission expires: 7-26-93DR
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.10 DECIg92

FROM: HQ AFMOA/SGPR
8901 10th St
Drooka AFD TX'70235-5217

SUBJ: Nuclear Regulatory Commission (NRC) Bulletin 92-03:
Release of Patients After Drachytherapy

TO: HQ ATC/SGP
Keester TTC Medical Center /SG
IN TURN

1. Subject bullette (Atch) identifies two serious incidents involving the
Omnitron Model 2000 High Dose Rate (HDR) Afterloading Brachytherapy Unit.
Decause of these incidents, we are suspending your authorization to use the
Omnitron for patient treatment under USAF Radioactive Material Permit
23-01002-2AFP until you have evaluated your situation and have decided to
either discontinue use or have implemented the NRC Actions required for
continued use.

2. Please conduct a risk management assessment and recommend whether-your
Omnitron should be used for patlant treatment subject to the NRC requirements.
-Ensure input from your physician user staff, medical physicist, Land legal

h counsel. You may conduct non-patient testing of your unit if essential.to the
assessment provided you take special measures for operator protection and
source recovery in event of the failures noted. If you determine not to
recommend use, be sure procedures are established to preclude patient referral-
for HDR treatment by the Omnitron device. if you determine to recommend use,-
certify you have in place the procedures to comply with the NRC Action
requirements. Please provide the results of your assessment and
recommendations 'o HQ AFMOA/SGP for review and approval by.21 Dec 92.

3. I can be reached at DSN 240-3331 (FAX: DSN 240-4302, com (210) 536-4382).
HQ AFMDA/SGP FAX l 1 354-0000, Com (202) 404-6009.

Chief, kC. WOOD, COLONEL. LISAF, BSCf4RDAVID '

I1etin 92-03t SAF Radioisotope Committee Secretarial
Office d the Surgeon General

cci HQ ATC/SGPD
4

.

KTTC Med Cen/SGHR/SGHRT
'

HQ AFMOA/SGP-
USNRC, Region IV (Ms. McLean)
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*/M,,'/f SGHAP (Hej trb, DSill 597-6291) 21 bec J992

avur.t- Nuclear Hegulatory Commianlon (NRC) Hullotin 92-03: Release of Patients '

After Brachytherapy '

to HQ ATC/SGP/SGPD '

ilQ Al"0MA/SGP/SGPA
IN 7, URN

.

1. Referenceo,
,_

a. U.S. Nuclear Regulatory commicalon Bulletin 92-03, " Release of Patienta
After Drachytherapy," dated C8 Dec 1992.

<

b. HQ AFOMA/SGPR letter to HQ _ATC/SGP and Meesler ' Medical Center /SG,
" Nuclear Regulat.ory Commission (NRC) nulletin 92-03s Pelease of Patients After *

Drachytherapy," dated 10 Dec 1992,

c. 110 ATC/SGP letter to Keealer HodicsJ- Center /SG, " Nuclear-- Regulatory .
Comminalen (NRC) DuJ1etin 92-03: Releans of Patients After Drachytherapy
(Suspense ' 18 Dec 1992)," dated 10 Dec 1992.

2. On 17 Dec 1992, SGH,_ SGJ, SGNR, SGHRT, and SGHRP met- t.o decide - onI a -
response to HQ AFOHA/SGP and the NRC. Our responac to the NRC's requent to

''

either discontinue une of-the Omnitron High Dose Roto (HDR) Drachytherapy
System, or continuo use by impJement.ing certain procedurea, la that we wish to
continue to use. the system. Therefore, we have developed J ocal f operating
instructiona' to implement the f ollowing_ proceduren- to be oboekysd_ in

- conjunction with any use of the Omnitror HDR System,

a. We commit to performing - a radiation _ aurvey . of the patient and the
- t reratme nt room immediately after the . completion of therepy, and - prior to-
removal of the patient from the. treatment-room._

.

b. Pending further- guidance - f rom the NRC, we will use only closed-end
cathetera and needles for treatment.. Wo will not une-the "Pulmocoth" nor the-

"omnicathr" both of these cathetera ~ are -' designed - to reain in the patient-

,

between fractionated treatments. .Use of closed-end cathetera should enable s
-detacM d source to be removed almply by removing the catheter or needle.

c. As for aurgical--intervention, neither incident reported by the'NRC would
have required ourgery to retriove the source. When coupled with our
commitment to use only clooed-end, osally-r9 moved catheters and needles,.we do-
not believe the need ::for surgical-intervention la dernonotrable.- However, in <

. consideration of tho'djminutive possibility than:the source cannot be removed '

from the patient:by removing;the catheter or needle, th<e radiation oncologist
shall determine - if the -.. aource can be removed by " minor surgery" -. in the.
treatment' room,'er the_altuation requires algnificant intervention'.

_
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(1) 70 a commodato ini.nor eurgery, an !!Da Drathytherapy "Ctach Cert." will.,

be in the tsaetnant r uviti whenever an HDR t'reAtmant is being pe rf ortmod. The
|

MDR I;resh Cart contente and proceduro for use 10 denerjbed our Omnitton HDM" '

i ' Cre sh Ca rt,' and 111nor Oui.9ety" O! f ace At.tachm>+nt 1).

(2) Chould tin, teJiet.lun or cologist dnr.. rmina t hat, the source connot be
rome,v,ed from the patient by " minor ourgory," the Omnitron flDR Ma jor .191r,rety"" "

O! onell be implernente:d f airu Att.achrr.ent ?). rnr major aurtjory, the radiation
oncologist shall immodjetely conoult with the Chainmsn of 39Agety tu dvtvtmlae
if the eutgoty should be pertorrmri in tha r eentrunt roem, or the patient
transported to the oporating room,

e. All personnol involved in the use of the liDR 15Lachythyrspy Syst.em shall >

be tr.ejtsud in both the routina unn nf the riovico and ver.ergoney procodurne to ;

return the sourco to e esfc posltion (see Attachnent C) .
1

J. We havo/soviewed t.ho continued Une cf the Omnjtron flo4n the puropect.svu of
Alek sne ts eyement, and coat benefit Analysis. We fi rinly belteve that HDR
brachytherapy trostr*,cnto are on integral part of radiation ther. spy treatuunt.a
forc cancer patientm. *t hie r ra are many cases wriere Hon r.rschythotapy lo the only
viable treatment se.g., tumor occlualon of a suojn bronchus) to ef f tsct
jmmediate relief for the patf ant.. ndditionally, i.e can d9 aonstrato a savingo
of $600,000 por year (booed cri 150 pa t.1o n t o pe s; year), by putusmi8U HDR
brachytharapy trentrnient s in-nouse versus senoing the patients , to o civilian
modica{ facility ,(Attachment 3) .

4. Wo believe that by followLng the procedates ww havw sinnr i twi, we can
safely- perform ituu brechytherapy treatmonto f.or our pat.iento. Additjonally,
the project.ed ennudi aavings of $600,000 by performing the trearmants .in-hous,

j reprJ4 ente a signif f. cent and of ficaalous insvinge of ton doliers. Therefore,
we request permlaelon tu use uur erJ r.rms Hni4 f<rachytherapy Lyatom to treet
potion *e ..

C [.r.-

f JOHN C. ERD, Hojor, USAl", DCC A Atsh
Consultant for tudical isnyaica rn 1. SCHRP c! 160-504, 34 Dec 92 *

the UCAP Cungeon Concrol 2. CollRP OI 100-500, 22 Due 92

g 3. SGHRP Momo, le Dec VW
' 4. 30 HAP Policy 1A1, 07 Dec 92 '"-

,

' ' "
6 st;HnP OI 11>U-502, 25 Nov 92,

' DAVID G. YOUNG, LL Coi, VCApr HC (, . 00!!RP OI 1GO-501, 25 Nov 92
| Disectoa, liospit.nl Anrvi. cram 7 WHW CI 160-111, 25 Nov 92

6. SONRP oI 168-503, 25 Nov 92
.
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