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Hospital, Inc. l

East Seventh Street
Auburn, Indiana 46706

/ (219) 925 4600

October 23, 1950

se-J 1845
U.S. N!! CLEAR HEGULATORY COMMISSION L i ce n tm No. 13-18h06-01
NEGION III
799 FOOSEVELT RotDi
GLEll ELLYN, ILLINOIS 60137

Gent l e rnen :
1
1

Thic refere to the letter and socornpanying notice dated
|

Septernber 26, 1989. The following is our recponoe to the letter j
; and !!r. W,P. Reichhold'c July 26, 1989 cafety inspection, j
L
L VIOLATION ONE: 10 CFR 35.22 (a) (1) and 10 CFR 36. h (a) (3). ,

Memberehip of the Radiotion Safety Committee doec now include a !

nurcing and managenent representative Their attendance at the j
DSC meeting is noted in the minutec. Alternste members have been !

identified in care of member'n illness or vacation. Mernon will i
be cent to all nembers one week prior to the meeting, notifying ;
them of the tirne and place, plus requecting a reply if unable to j
attend. Full compliance will be achieved by October 25, 1989. '

t

VIOLATION TWO: 10 CFR 36.70 (fi l

Fide have been let for a wipe test counter, Model 06-574 to be j
uced to anslyre wipe tect camplec and reculte recorded in dpm/100 |
cm 2. A purchase order will be iceued within 30 dayn The }
included po} icy and Swipe / Survey tent location / record form aro !

| *vidence of our actione taken. The FSO wi.11 review each form. ;

cign, and date each record cheet There recorda will alno be !

reviewed quarterly at the E SC tr,ee t i n g c . !
l

VIOLATION THREE: Licence Condition No. 14
|All a u t h or i r.:e d u t.e re of radioact.ive msterin]c have been ,

instructed in the need to roonitor thejr hando and :lothing prior i

to lonving the area. Our polleeo have been adnendm1 and we have
entablinhed and ir:3plemen t ed the roodel safety ruico published in ;'

Appendix 1 to Fegulatory Guide 10.8. Hevicinn ?' Therm ro i s i
will be monitored by the ESO and Dem. rt rwn s t 111 rec t o r Thenc ;

rulee will be reviewed Annus]]y during refresher inservicen
- ',,Full cotop11snee will be schieved on October '5. 1W. I

e
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N oG ? uYIOLATION,FOURE License Condition?No;.14'
,. |

' ' o-

D W $'s,RorderingLand; receiving? radio'ctive material;that?was published.in.- tWel: havet:eetablished and- implemented 'a 'model' guidanes,'for
ff^ ' ,

a 4t$. g / OAppend_ii Kito Regulatory: Guide!v1018, |Fevision'.2;"- "We1cubmitE i
'
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"Ms theseE rules am: our icorrective actiono 'although:no orders of:
,

[.MJt,k/ -compliance Will;be' achieved' as of October 25, 1989.@
f . therapeuti W lod $no hae : occured'Esince our. violation. Full
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APIEND1X 1

RADlAllON SAFETY COMMITTEE

3 Raymond W. Gize, M.D., Badiation Esfety Officer

IIead of Nuclear Medicine Depa rt nient , DeKalb Mernoria) lior nits 1,
Auburn, Indidad. Trained at Indiana Univernity Medica] School,
Experien ed with Badioicotopeo cinee 1968. Hvard certified in
General Radiology in 1972. I!oard cert ified by Acc rican Pas rd ei
Nuclear Medic.ine in 197 fl . Clinien1 Follow of t he Anierican Cancer
Society 1969-1970. Mernbe r of liSNA , ACF, AAA and SNM.

2. W i ? ) .i an H . Hetbeway, M.D,

Trained at Indiena University School of Medicine licenced in
general practice in 1969. Member of SAMA and NARI Currently in
general practice in Auburn, Indinna and en active member of the
medical stNff of DeKalb Mernorial Hospital

3. John C. Harvey, N.D.

Trained at Indjano Univernity School of Medicine hicenced in
general practice in 1962 Mernbe r of AMA and DeKalb Merlical
Society. Current}y in general practice in Ao t,u rn , Indiana. On
the active needical st af f of DeKn]b Mernor181 Hospital

4, . Mareis Blomeke, H.T A.h,R.T.,

Approved Technologint at 1)cKs]b Memorial Hotpitn] ,

b. Deborah 018xton, H.T., A.F.R.T.

Ateprovnd Technologist 8t DnKalb Memorial Hospita)

6. Bruce Hosch, R . 'I A.B.B.T..

Radiology Director and approved Technolo,ilot et DeKalb Memorial
Hospital.

7. LoAnne Baecett, R !I .

Nurcing representat3ve, intmrvice Education Dire ~t or at Dens 1b
MeNOriS) NDnpith1

,

I e *
. .

Director of Ancillary ,serviceo at DeK 81 t > Me-r,o r t s ) Hnnpital sto!

Adminictrative Ferrenentetive
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' 1, 3 AdminiatrAtive lnformation
k 1. The Committee shall meet an often an necescary to conduct
*' its businees but not leen than once in each quarter' .

?i

2. Merobership must include one authori::ed user for each type
of use authorized by the licenne the ESO, a repreeentative of

h th6 nursing eervice, and a reprer ,tative of msnagement who in
a' neither an authorir,ed user ' nor * , RSO, Management may appoint

alternate raembers to participste in meetings in the case of, -

abcence of principle mernbero und chc>uld consider appointing ac
% adjunct membero representatives from maintenSuce, houcekeeping,
k or any other departmente deemed nececeary. (Adjunct membera

should abstain from balloting on Radiation Safety Technical
* questions auch as Itemn 2 through b in the "renponnibilities"

nection'above.)

3,. To establich a quorum, one-half of the Committee's
memberchip, including the RSO end the' management reprecentative,2

muet be present,

4. To the extent that they do not interfere with the micsion of
the Committee, management m*.y accian other responcibilities auch
an X-Ray RSdiation Safety, Quality accurance oversight, and
research project review and approval,

,
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SWIPE / SURVEY TEST LOCA110NS AND RECORDS
'

' {y-1

b
.

|~5-{ 3 'l
B

. ,
,

1. g.
I y'

.

l|.
t/o |9 j.. -

. y .r .. "

.b - - - - -~ -
--- --

. . . . . . . . . . . . . . . . . . . .

. . . . . .

1. MIN DC'OR 10 l'Oi LAB 6. 1101 LAD / SCAN ROOM 000R ,

2. 1101 LAD /EKG DOOR 7. CAMERA l(EAD >

'

3. Il0T l AB COUN1ER 8. SCAN ROOM FLOOR
'

. 4. |101 iAD SINK 9. SCAN 000M CESK

5. Il0T LAD toCR 10. MIN 000R TO SCAN R0014'

11. GENERATOR STORAGE CABINET

'12. PROTECTIVE CLO1HING, SKINN
u

: .. BLACK INK SWIPE 1E51S RED INK = SURVEY METER

,. : .* ' . ;|.P '.
,

i, .

;.

DATE I _2_ 3 _4 5 _6 7 _8 9 to 11 12 2 _ IN.,
-

..E8VD _ _n1_ m 03_ 03 _ -Q3_ ._.D3_. 03 03 _J13 _ 03 0.3 _ .03 03_ _ . _

2 00 _ pon__ pnn pnD _ 200 - . 200~.- 2000
M'IPE- -2000- --2000- -2000- -2000- -2000 -

=

'' -

EjT

'
.

'

: _ . . . . .

,

1
-

' ~ l _

_

;

i
i

I '

, .
,

_

"
!. .

i

i
- -

! __

~'

_..
.

SURVEYS: G M METER, MODEL 6A, RECORDED IN mR/hr

SWIPES: WIPE TEST COUNTER, MODEL 05-574. RECORDED IN dpm/100cm2

1

RS0:

DATE:
- . . - ._.
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4 - G,21nveut.irationaLLexelm_lniQrder tolonitor_.IndiEidual,

'( Occ unation nLExurnal_ Radiation _Exnoe nren

#,s Investigational ~ .Levole .for occupational external ' radiation
'

; Lexpocure; which, when. exceeded, will initiate' review o r.
investigation .by the Radiation- Safety Committee and/or 'the

' '

,

s

t . Radiation SafetysOfficer,o These levels apply to the expos'ure_of.

@. (the: Individual workers,
3
MD

.

mreme per calender quarter
.

- " ,

k Whole body;
. LEYEL._1 LEYELill..

.

head and trunk:
.

'y active blood-forming organc;'

t lens of^ eyes; or gonads 125 375
A

~

'liande an forearme; feet and *

b4 ankles 1875 b62S'

Shin'or Whole: body 750- 2250-'g ,

1.- -Quarterly exposures of individuale to less than*

-Investigational' Level'I. Except when' deemed appropriate by the-
RSO, no further action will be taken in those cases where an
. individual's expocure' is less .than Table I values for the
.1nvestigational Level 1,

22 .Perconnel expocure equal to or greater than Invectigational
Level 1I', but less than Investigational Level II. The RSO will
. review the 'expoeure of: each individual whose quarterly exposures a
equaltor exceed investigational Level .I. Ile will., report the<

'
results of- hie. reviews at the first RSC meeting following the'

quarter.when the expocure was recorded. If the exposure does not.
equal. or exceed Investigational Level II, no active related

W .specifically to the expocure le required unlese deemedv

appropriate' 'by. the Committee. The committee will, however,
consider each auch exposure in comparicon with-those of othere
performing similar tacke:ee an index of ALARA program quality and
will; record.the review in the Committee minutes,

u
3. Exposure equal to or' greater then Invectigational Level II,
Tlus RSO will investigate in a timely manner the cauce (a) of all

,,
'

personne1' exposures equaling or exceeding Invectigational Level
11 and. if warrented, take action. A report of. thes

-Investigation, actione taken, if any, and a. copy of the
i,' individual's form NBC-5 or its equivalent will be presented to

the RSC at the first RSC meeting fr>11owing completion of the
' invectigation. The details of these reports will be recorded in

the Committee minutes. Committee minutee wil] be sent to the-
,

management of this institution for review. The minutes,
containing details of the invectJgation, will be made available
to NRC inspectora for review or the time of the next inopection.

4. Re-eetablishment of an individual occupational wo rk e r ~ e.
'Invectigational Level II Above That Listed in Table 2

.

._-.-..._.-,_.a
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In canee where a worker's or a group of worker's exponure need to
exceed Inveetigational Level II, a new, higher Investigational
Level II may be entabliched on the bacic that it 10 concistent*

with good ALARA practices for that individual or group.
Juctification for a new invectigatjonal Level II will be
documented.

The Radiation Safety Committee will review the .juctifiestion for,
and will approve, all revisione of Invectie?ational LeveJe 11. In
such encen, when the exposure equals or exceedc the newly
eutab]3ched Investigational Level 11, those setinne listed sbove
will be followed.

,
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RECEIELOFlACKAGES. CONTA11U FG3AD10ACT.LV ELATE RI AL

Any packagee containing radioactive materia) that arrivec between
4:30 p.m. and 7 a.m. or on weekendo shall be signed for by the
mainteonce mnn on duty and taken immediately.. to the lluclear
Medicine Department. Obtain the key from the switchboard '

operator, unlock the door, place the package on top of the
counter immediately in front of you, and relock the door.

If the p chhge le wet or appearc to be domsged, 111MEDLATELY
contact Bruce !? oach , E.T.F. (If not ovailable call the
technician who in on call for X-Eay). Ach the carrier to remain
at the hospita) until it can be deternin+d that neither he nor
the delivery vechicle ie, contaminated.

BRUCil ROACH 637-3465

ESO: F.W. GIZE, M.D.

BUSIl4E55 l'HO!1E - 219-925-4600

llOME PHollE ' 219-749-6013

,
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3.b HUhES FOR SAFE U3E OF BAD 10FHAMACEUTICAh3
1

1. Wear Jaboratory costs or other protective clothing at all f
ti rnee in arean where radioactive materialn are used.

I2. Wear dispocable gloven at all timec while handling
radioactive materiale.

3. Either after each procedure or before leaving the area, {
monitor your hande for contaraina tion in a low-background area
with a cryctal probe or carcera .

4. Uce e.yringe chielde for routine preparation of multi-dose
vials and adminictratiori of radiopharmaceuticale to patiento,
except in those circumstances in which their uee is
contraindicated (e.g., receceed veinn, infante). In theee
exceptional casec, consider the uec of other protective methrido
euch.as remote delivery of the doce (e.g., through use of
butterfly valve),

5. Do not eat, drink, smo),e or apply cosmetice in any area
where radioactive raaterial is otored or uced.

J

6. Do not store food, drink, or personal effects in areas !
where radioactive material is stored or uced.

(

7. Wear perconnel monitoring devicec at all timec while in
areas where radioactive materiale are used or stored. These
deviceo ehould be worn ac preceribed by the radiation eafety
officer. When not being worn to monitor occupational expt >curec,
perconnel monitoring deviceo chould be ctored in the work place,
in a designated low-beckground area.

8. Wear a finger t.--x po c u r e monitor during the elution of
,

generatorc; during the preparation, ascay, and inject $on of
radiopharmaceuticale; and when holding patiente during
procedures.

9. Dispose of radioactive waste only in deodgnated, labeled,
and properly shielded receptaclen.

10, 11ever pipette by mouth.

11. Wipe test byproduct material etorage, pre r>a ra t i on , and

administration areac weekly for contamjnation. If necescary,
decontaminate r;r secure the area for decay.

12. With a radiation detection curvev met er survey ne
generator storage, hit preparation. and injection a rear, dai1> .,>r

contamiItation. If neceM8hry, d ecc>n to rn i tia l e Or t. e c u t e the atea ;

for decay an appropriate.
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13. Confine radioactive colutione in chfelded containere that
are clearly labeled. Radiopharmaceuticalo inulti done diagnoetic
vials and therapy vials chould be labeled with the icotope, the I
name of the ccaapou nd , and the date and time of receipt or I

preparation. A log 1;ook chould be uced to record the preceeding
information and total prepared activity, specific activity as
mci /cc at a specific time, t r> t a ] volume prepared, total volume
remaining, the roeacured activity of each patient docage, and any
other appropriate inferrnation. Syringen and unit dosagee should -

be labeled with the rad iopha rrasceutied l neme or abbreviation,
type of ctady, or the patiente name.

14. Assay each patient dosage in the doce calibrator before
adrainiotering it. Do not use a docage if it in more than 10
percent off from the prescribed docage, except for precerihed
docages of lesc than 10 microcuries. When measuring the dosage,
you need not concider the radioactivity that adheres to the
cyringe wall or remainn in the needle. Check the patient'n name
and identification number and preceribed radionuclide, cheroical
form, and docage before administering.

Ih. Alusyn keep flood cources, cyrinsec, waste and other
radioactive inaterial in shielded containere,

16. Becauce even cources with cros11 araounto of radioactivity
exhibit a high doce rate on contract, you ehould use a cart or
wheelchair to move flood courcee, wacte, and other radioactive
rn a ter i al .

[
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I Appendix A,

G o i 10.0 TRAINING PROGRAM
,

,

10.1 Earronrd_Will. be__ int t ruciecti '

l. .Before accumirig duties with, or in the vacinity of,a radioactive materiale:
'

2. 'During annual refresher training: and
1

3. Whenever there ic' a significant change in .dutiec,:regulatione, of the terms of the license.
10.2 Instruction for individuale in attendance will include thefollowing cubjects:

) 'l. . Applicable regulationc and licence conditione:
-2. /ireas where radioactive material is uced or stored;
3. Potential ha::arde aceociated with radioactive material in

r

each area where employeen will work;

4. Appropriate radiation safety procedures:
5. Licensee *c $n-house work rules;

-

6.- Each individual'c obligation to report uricafe conditione- to the Radiation Safety Officer:
7. Appropriate responce to emergencies or unsafe conditione:
8. Worker's right to be informed of occupational radiation j. exposure and bioassay resulta; '

'9. Locationo where the license has been poeted or made4 available, notice, copies of pertinent regulatione, and copies of
pertinent regulat$onc, and copies of pertinent licencec andlicenses conditione (including applicatione and applicablecorrecpondence), ac required by 10 CFR Part 19.

10. Question and answer period,p

iSee Appendix 16 for list of personnel who will receive trainingand the method and frequency of training.

.
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3L E.d *, Appendix'10- ,,.
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Group [iderdification...abd trainirig ' method'es aiui frequencyv:: '
t.

- -

;,

.m ,

t ,p 3. iM' t : NursingfService -

y
-

-m .

.

i r

,

(}'
2 4

t > ,, -), .I

I,F , ' Training: 'Locture for 'attendeesk taped. lecture for perconnel -;
' '

4

'S- ' unable to, attend. ''

x
_

Yearly.ior; an Lneceseary ,
n ,

>, c,
,,

J7 . J Frecituency : ~,.
~ ~ . , . . , - , ,

m . ,. ..

,

12; Housekeeping.
'

",t" >

..pg - .
.

1, >

(. - r
y ".1 Tr$1ning.: Lecture duringIdepartmental meeting ~. 3

y - -

rFrequenc.y : ,',. Yearly or as neceecary.:
;.,

-

-

%.. L 3 .' Hnintenance
.

" '

4

14 :
r ,e ''

k.t.<. i a '

Lecture.during departmental'mseting,Training: ''
,

i - , >
,

m . , . . Pfequency:- YearlyJor'as.neceosaryV'
; - - -

'

.

E,' ' ,.

. Radiology
. :

?> 4. <
_

s(R J(Tiaining: 1edture during departmental meeting.
-x >,

*
- .c '

1 ,! Frequency:, Yearly or as nececeary.*

,

; .~

f U5i New Employeen
1

1 7 iTraining: cLecture or video tape. &
,

.

"[ '' Frequency: Ac nececcary. .
.

'
.

j ;,4 APPENDIX 17
*

<
. 3

,A, 2
,

~ Recommended Action Levele in dpm/J00 cm for .eurface,q.. ., 3
. contatriination by Radiopharmaceuticalts.

( j) g 4
-

"

g
. . 'M-

w

i'

h a- 6b, b, 6 ,Cr-bl. Co-57 '

i .. J In-111, 1-123. I-120 Ga-67, To-99m

{{ <
,

I-131, Y6-169, Ao-198 Hg-197, T)-201' ' ' *f

a <> ,

+,

>P 1. Unrestriced areas,-

* Personal Clothing 200 2.000
.

~

2 ,. Feetricted Arcac.
Protective Clothing

'
used only in restricted< b' *

i
',# ,

x ./
' I

& '
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GUIDA14CE FOR ORDERI!1G A!1D RECEIVItiG

RADIDACTIVE MATERIALS

5.1- 1. The radthtion cafety officer (RSO) or o designer rouet
nuchorine each order for radioactive raateriale and encure that
the requested materinic and quantities are authorized by the
licence for uce by the requecting authorized user and that

;
pocceccion limits are not exceeded.

,

(
p

.

2. The RSO will eetablich and metintain a cyctem for

[ ordering and receiving radioactive mat e rial . The cyotem muct
y contain the fol. lowing in f o rraation :

- a. For routinely oced materia]c,

m (1) Written recorde that identify the authorized
user or departroent, isotope, chemical form,
activity, and cupplier wi]1 be rna de ,

e

(2) The above recorde will be cheched to confirro
that material received wac ordered through
proper channele.

b. For occasionally oced meter 191c (e.g., therapeut.ic
dosagec).

(1) The authorized user who will perforro the
procedure will make a written requect that
indicates the Actope, radiopharmaceutical,
activity, and cupplier.

(2) The percon who receives the rnaterial wit h
check the phycician's written requeet to
confirm that the rnate r ial received ic what .

uac ordered.

3. For deliveries during normal working houro, the RSO
will tell carriern to deliver radioactive packagen directly to a
specified area.

4. For deliveriec during off-duty hours, the ESO will tell
maintenance perconnel or other designated perconc to accept
delivery of radioactive packagec in accordance with proceduree
outlined in the ineroorandom that fo}} owe,.

,
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MEMORANDUM

Date: October 6, 1989<
To: Director of Maintenanco
From: Radiation Safety Officer
Sub.iec t : Receipt of Packagee convaining Radioactive Material

'

' The maintenance percon on duty aball accept delivery of packagen

?( containing radioactive material that arrives during other than
pp .

normal working hours. Pachages chould. be placed on a cart or
# wheelchair and taken immediately to the Nuclear Medicine'-

Department, Hot Lab. Unlock the door, place the package on top j
of the counter, and relock the door.''

y ' If the package appearc.to be damaged, immediately contact one of
the individualc ' identified below. Ack the carrier to remain at
the Hoepital until it can be determined that neither the driver

e- nor the delivery vehicle la contaminated.

If you have any quectione concerning thic memorandum, pleane call
our Radiation Safety Officer, Dr. R.W. Gize, at extencion 1021.

Name Horne Telephone

Radiation Safety Officer: R.W. Gize 749-5013
'- Director of Radiology- Bruce beach G37-3456

Nuclear Medicine
Techologiste: Marcia Bloroeke 92b 6340

* Deb Claxton 357-5002
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