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- Consulting Radiologists, Ltd.-

g 700 Soo Line Building 105 South Fifth Street Minneapolis, MN 55402-1250.

I Telephone: (612) 338-6412 Fax: (612) 337-8469
- A
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Wilham J. Boardman. M D.
Markham J Iinther. M D.
I rederwk C. Gramath. M D
Jowph L. Km ar. M D

I!'i rN"tj,"A"M D September 19,1996
"" ' "

Robert G Lirat. M D.
Dawn! L Minuly. M D.
Alvari Slucis. M D.
RKhard J. Soderberg. M D

CARDIOVAMTl.AR &
IN I LRVENTION AL
Jamen E l'instad. M D.
Subbarao inampudi. M D
Tinudhy J. Kirle M.D,
Phibp D Munay. M D- Cynthia Pederson, Director
S. Munhy ladavarthy M D.

Division of Nuclear Materials Safety
( ROs%NECllON AL IM AGING
Deborah L Day. M D United States Nuclear Regulatory Commission
I.ul S. Kang. M D.
Phihppe R. L'lleureus, M D. Region lII

,

J. Mdo Melasal. M D.
ludena R Ohon. M D 801 Warrenville Road

.

Mahael n. Plunken. M D.
Kurt K. Scheurer. M D Lisle, IL 60532-4351
Peter Unan 1ilkdum. M D
fieverly A.1rumbicy. M D.
O Clark Tungwth. M D
sma yuch. u D Dear Ms. Pederson:
MUMTLoskEl ET AL IM AGING

$''iL',h"I''is "on. M D RE: NRC License # 22-26060-01
sECRORADiOLOGv

[!,P,7"jj|M|h During an NRC inspection conducted on August 8,1996, we were found

$"u"$h''h"f.MD. to be in violation of NRC requirements by failing to have documents
verifying sealed source leaks had been completed at intervals not to exceedsErRO-n u ku xnosu.

S'!!"E "C'|.N D six months. I am enclosing copies of Dr. Tom Payne's safety audits dated
5/19/94 and 11/16/94. Both audits include copies of sealed source leaksoCink MEDiCnE

oconrey naau. M D tests that are included in his safety audit.Anthmy M Cook M D
Kenneth F Preimesberger. M D.
Steven A. Sin, M D.

In addition, I am enclosing copies of sealed source leak tests that were
LAE(TTIVE DIRLUIORS

Conducted on the following dates:Abraham C. Abhanao
Peter R. Liarthng

MLDICAl. OITICEN'SER\ ICES
Cemenmai iste, uRi Cir 6/29/90 12/28/90Mph. lieart insntute
Medwai ^ns nid, f/1/91 11/20/91
Metro mea al 01f a e liidg.
Norihern ucawai imaging i,m. 5/6/92 11/20/92
Phdhps I ye insutute
Pnessione nanie x R.ny 5/21/93 11/26/93
Souihdaic M<dmai liiag 3gg ;;j g
uOsPrr At i OcAuOss

5/8/95 11/13/95Annon sonn.c.n,

2'$i 5/15/96
" " " " ' '

liald*m. Wi-Commumiy Memonal
liuffalo ficatih (lix

[;'"""j","O"""""1, I believe that we are in compliance with the NRC regulation 35.59(b).
I orcu ! ake Dntnet Memonal
Glennie
Grantsburg. W1 liunrti Cty.
llastartyn Regma \
lbadson. WI Memonal liaspual (llutchmum
LeSueur MN Valley
Luieiais si Ganrrr- 9701290054 960919
M mnweno nig L"'' PDR ADOCK 03031563
New Rwhnnwat % i lloly 1 amily PDRNorthfwld hOn.uma Mdie I aa
River I alk. W1
Shnners hw Onppled Clutdren

eh[f F# pgSt Peter
w.ema Ra,m,
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We are willing to make any corrections to comply with 35.59(b), but I am
j not certain where we are out of compliance. Please advise me as to what
; the infraction of 35.59(b) is and what further follow-up action you require.

Sincerely,

!-
i

a

! Dale Anderson ,

! Clinical Services Manager |
Consulting Radiologists, Ltd.
920 East 28th Street, Suite 240
Minneapolis, MN 55407

DA:mo l

cc: Anthony Cook, MD
,

Peter R. Banling )
1

!

1

.
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; MIDWEST ~ RADIATION CONSULTANTS
~ -

.

Medical Physics for Therapy Diagnostic Nuclear Medicine.

; P.O. Box 26218
St. Paul, MN 55126.

(612) 863-5171
'

Anthony Cook MD
Consulting Radiologists, LTD
920 E. 28th St. Suite 240

l
i Mpls, MN 55407 '

,

Sept.16,1996

Dear Dr. Cook, |

I was recently informed of the NRC Inspection on August 8,1996 for the CRL NRC License
#22-26060-01. At that inspection, the sealed source leak test records for the period between May;

3 19,1994 and May 8,1995 as well as for the period between Nov. 26,1993 and Nov. 16,1994
were apparently in question. In addition, this was listed as a repeat violation.

#

As a private consultant, I have provided Medical Physics Consultation service which included i

sealed source leak tests since 1990 and have sent the appropriate records to the Nuclear Medicine !

Supervisor. I have NEVER missed a leak test at the appropriate 6 month interval. The following
is a listing of the dates where I performed a Sealed Source Leak test:

6/29/90 12/28/90 5/1/91 11/20/91 5/6/92 11/20/92 5/21/93 11/26/93
5/19/94 11/16/94 5/8/95 11/13/95 5/15/96

4

Concerning the most recent NRC Notice of Violation, I provided Medical Physics Consultation
,

; on May 19,1994 and Nov. 16,1994 where sealed source leak tests were performed. Attached
are copies of my surveys and sealed source leak test results for those dates. These reports were
sent to Patricia Tenhundfeld, who would be responsible for filing these records.

.

Furthermore, there is NO sealed source leak test interval in excess of 6 months!! Thus, I do not4

'

understand how this has been sited as a violation for two NRC Inspections. I can only suppose
that the NRC Inspector somehow did NO I find my test records at the time ofinspection.'

.

n er 1'

J Yhoma hD

[ BR Cert. Physicist

.
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MIDWEST RADIATION CONSULTANTS. INC.
~ -

.

RADIATION THERAPY RADIATION SAFETY MEDICAL IMAGING
.

P.O. BOX 26218
ST PAUL, MN 55126
612/863-5171

Sealed Source Leak Test

Consulting Radiologists Date: /b h
Mpis Heart Institute

akBy: m
"

|

Std Source: Cs-137 0.1 uCi

Background 3Yb

fhStd count

Net Std Y b b .3

uCi/ cpm _i(90060)( ,

~

Scaled Sourcer Net Com Removeable Act.

3M Csl371.76nid 1/17/78 f1 ,00O/
'

SN 0004

CoS710 mci 6/15/95 , odO /
SN S392512-03

(Flood Source)

1. Removeable activity is below 0.005uCi Yes [
( '

2. The following sources are above 0.005uCi removeable activity.
The following action is required:

1

LEAKCRL. SAM

I
i

\ )
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: MIDWEST RADIATION CONSULTANTS, INC.
RADIATION THERAPY - RADIATION SAFETY - MEDICAL IMAGING;

P.O. BOX 26218
ST PAUL, MN 55126
612/863-5171

Sealed Source Leak Test
'

Consulting Radiologists Date: // E
,

I
.

Mpls lleart Institute
By: h kkhi

Std Source: Cs-137 0.1 uCi
.

Background 32/

Std count V]hOV \

Net Std Y7Nb ,

*

uCi/ cpm- .00060 2/

l

!

Sealed Sources Net Cpm Removeable Act.
,

3M Csl371.76 mci 1/17/78 37 , ocr>o f
SN 0004

I CoS710 mci 1/31/93 f/ ,000/
'

I SN S392353-06

(Flood Source)

w
i

1. Removeable activity is below 0.005uCi Yes

2. The following sources are above 0.005uCi removeable activity.
The following action is required:

.

LEAKCRL. SAM

. _ - - _ _ _ _ _ _ _ _
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MIDWEST RADIATION CONSULTANTS, INC.
RADIATION THERAPY - RADIATION SAFETY - MEDICAL IMAGING

P.O. BOX 26218
ST PAUI , MN 55126

.
612/863-5171

I

Sealed Source Leak Test |

e-f f f

Consulting Radiologists Date: b/@(75
.e

OMpis Heart Institute
~

By: A /'*1d
I 1

Std Source: Cs-137 0.1 uCi
,

1

j Background 3b1

i Std count M 68 ~7/

Net Std Y$'3di .

' '

1

| uCi/ cpm . Doo od ?E

i .

Sealed Sources Net Cpm Removeable Act.

3M Csl371.76 mci 1/17/78 M rddC[
SN 0004'

'

i

| CoS710 mci 1/31/93 37 < d*N[
; SN S392353-06

(Flood Source)
4

1. Removeable activity is below 0.005uCi Yes

2. The following sources are above 0.005uCi removeable activity.
The following action is required:

.

7
LEAKCRLSAM
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: MIDWEST RADIATION CONSULTANTS, INC.
RADIATION THERAPY - RADIATION SAFETY - MEDICAL IMAGING

F'.O. BOX 26218
ST PAUL, MN 55126
612/863-5171

Scaled Source Leak Test

fl!/[7
]fConsulting Radiologists Date: ,

'

/Mpls lieast Institute !

By: N/ %w n
I

Std Source: Cs-137 0.1 uCi
i

Background

Qb ~7 N fStd count
:
,

4b TOf
'

Net Std

uCilcym - e 0 0 00 0 2(T
|

Sealed Sources McLCp_n.1 R'emoyrable Act.n

N , O ()dd T3M Csl371.76 mci 1/17/78
SN 0004

CoS710 mci 1/31/93 M7 Od6'#[
'

SN S392353-06

(Flood Source)

1. Removeable activity is below 0.005uCi Yes g
9

2. The following sources are above 0.005uCi removeable activity.
The following action is required:

Q- ,- y~e-~

0
-

.

e

LEAKCRL. SAM
,

4



1
* . . = . < |

-
,

~ '

MIDWEST RADIATION CONSULTANTS, INC.
~

F%DIATION THERAPY = RADIATION SAFETY . MEDICAL IMAGING
'

P.O. BOX E8218-

ST. PAUL, MINNESOTA 55128
812/883-4080

|

'

SEALED SOURCE LEAK TEST
|

Consulting Radiologists Date: /f
Mpls Heart Institute 9-

Surveyor: /om mwre
J |

Std Source (S137 O./ A h '

4

Background bfY
{

Std count h'7hbO
Net Std N335
uCi/ cpm ,00000% - )

,

/

!

Sealed Sources Net Com Removeable Act

l

3M Cs137 1.76 mci 1/17/78 b . OCOOf
SN 0004

CoS7 10 mci 9/91 3h ' O#0
iSN S392757-02 '

(Flood source)
.

|

1. Removeable activity is below 0.005uci YES ,

2. The following sources are above 0.005uCi; RSO requires the
following action:

6W,

/
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MIDWEST RADIATION CONSULTANTS, INC.
| RADIATION THERAPY RADIATION SAFETf . MEDICAL IMAGING

P.O. BOX 28218
ST. PAUL, MINNESOTA 55128

812/883-4080

SEALED SOURCE LEAK TEST

/f Y_!f3Consulting Radiologists Date:

Surveyor: % 0 hkP
Mpls Heart Institute

p
<!sStd Source S-

Background 3k
Std count hN
Net Std @ NI
uCi/ cpm . DOON1 A pesi

'

Sealed Sources Net Com Removeable Act

80#!O3M Cs137 1.76 mci 1/17/78 ,

SN 0004

CoS7 10 mci 9/91 [$ 000!Ie.
'

SN S392757-02
(Flood source)

1. Removeable activity is below 0.005uCi YES

2. The following sources are above 0.005uCi; RSO requires the
following action:

|

|

s

I

|
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MIDWEST RADIATION CDNSULTANTS, INC.'

RAOlATION THERAPY . RADIATION SAFETY = MEDICAL IMAGING j

P.O. BOX 28218
ST. PAUL. MINNESOTA 55128

812/883-4080

SEAL.ED SOURCE LEAK TEST

N/kbConsulting Radiologists Date:
Mpis Heart Institute f C an |

Surveyor: /om /J wa/4 V '

b O- [L<. hStd Source

Background 3'/V i

Std count h3 22 / 7
Net Std 6/2 973

'

uCi/ cpm O, O(X'CO 233

Scaled Sources Net Com Removeable Act

3M Cs137 1.76 mci 1/17/78 N7 h, COOC b
SN 0004

CoS7 10 mci 9/91 33 O. Oddo F
SN S392757-02
(Flood source)

Removeable activity is below 0.005uCi YES

2. The following sources are above 0.005uCi; RSO requires the
following action:

k
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MIDWEST RADIATION CONSULTANTS, INC.- -

RAO!ATION THERAPY RADIATION SAFETf . MEDICAL IMAGING

P.O. BOX 28218
ST. PAUL MINNESOTA 55128

812/983-4060
!

SEALED SOURCE LEAK TEST

Consulting Radiologists Date: // d 1
pMpls Heart Institute

[#MrA4R b[ |. Surveyor:
''

Std Source C6 8.[
'

Background T2 7

Std count Yd YD
Net Std MM /[[

'uci/ cpm ,00000%2- .

Sealed Sources Net Com Removeable Act
,

3M Cs137 1.76 mci 1/17/78 Ib , 0040 /
~

SN 0004

CoS7 10 mci 9/91 M7 sOdO/
'

SN S392757-02
(Flood source)

'

1 emoveable activity is below 0.005uci YES
/

2. The following sources are above O'005uCi; RSO requires the |
.

following action:

6 s

i
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- SEALED SOURCE LEAK TEST 1

HOSPITAL Cou sa [/s % /fc [0[vyh75- j
4 J

MO!9 kt'rd I! LOCATION ,

i *
|

NRC LICENSE dd-25 0 6 o -O /
*

:

"
SOURCE (S): h (S 3/V/ /. 7b m h |[I7[7T(' S A/ 000 Y ,

00 F{cok (Gu[i AJES M2 SW S R 99 757 02 W9|a '

,

i
.

. h.h_. wet wipe (s) were used to check the surf ace of theOn _ _
sealed source (s). These wipe (s) were checked in a scintillation
counter capable of detecting less than 0.005 microcuries.

BKG 303
/37 MJ-[G 0.1a. L* STo 49et,L vvse)

Ac
[[ T Y65 42 . 6N|pd / . ')SAMPLE

|& 3D /0 NN ''

v

.

Removeable activity is less than 0.005 microcuries
' " which is acceptable. -

Removeable activity is greater than 0.005 microcuries
which is NOT acceptable. Recommend the following:

~/ AA H -

| W J/
'

Thomas Payne PhD
ABR Cert. Physicist
FACR

_ _ . _ . _
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: SEALED SOURCE LEAK TEST
i

| HOSPITAL Const<|Nha kAYtof045Gfs
J V4

fpfS ||e:at Y $ 4 |t % | C.LOCATION

j NRC LICENSE N -2$050-O/ 1

i

SOURCE (S) h '3 MCs -/ 3 7 /.75 m h ///7b9 SM ON9'

AMS 312 (F|ox,) SW S342 757-02.[o /0mO
;

i

3

i

| On__//20/41 wet wipe (s) were used to check the surf ace of the
: sealed source (s). These wipe (s) were checked in a scintillation
! counter capable of detecting less.than 0.005 microcuries.
i
$ BKG N 7b
1 a.e
; Cs''7a I d u STo 3' 79:z 9 sviss

h 27/ O
' '

SAMPLE .

A 2. Th 90

{

Removeable activity is less than 0.005 microcuries 1

' whic,h is acceptable. -

Removeable activity is greater than 0.005 microcuries
which is NOT acceptable. Recommend the following:

i

s''

|tena ~v
< v i

-

!

#v g hk O Thomas Payne PhD
*

ABR Cert. Physicist
FACRg

3
.
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SEALED SOURCE LEAK TEST
a

/kConsulting Radiologists Date:
Mpls Heart Institute . >f

, Surveyor: 4%M HN4

4 ($f j
/

.n

{j Std Source (A </A

Background 2 7_$ c,rh !
;,

} Std count YY/97 c ar
'

I j
'

k3bNet Std

uci/ cpm , 0000 2 Z- .
'

.

,

!

jaealed Souregg Net Com Removeable Act )
,

$

b O I

3M Cs137 1.76 mci 1/17/78
I SN 0004
,

:
'

CoS7 10 mci 3/10/89 o27 e 0 6'6 6
i SN S322114-03

(Flood source):

i

!
:
,

1. Removeable activity is below 0.005uci YES
2

2. The following sources are above 0.005uci; RSO requires the
| following action:

!

!
%
b./'4

;

i

i

i
i

i

!
;

i

__
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SEALED SOURCE LEAK TEST,

/, 28/9 0Consulting Radiologists Date:
'Mpls Heart Institute g

I
. Surveyor: fk

Std Source c. < /2 44
-

Background /f7
Std count _2 9 7[b

i Net Std 37.757
1 1

! uCi/cpra _ , C00 0 0 3

;

f

Sealed Souges Net Com Removeable Act !

3M Cs137 1.76 mci 1/17/78 3b d#U/ '

SN 0004 I

- .l

CoS7 10 mci 3/10/89 / . BOO 6I
SN S322114-03
(Flood source)

.

1. Removeable activity is below 0.005uCi YES
,

2. The following sources are above 0.005uci; RSO requires the
following action:

i

1

/.1 -
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SEALED SOURCE LEAK TEST*

27 TODate:
Consulting Radiologists y

Mpls Heart Institute Surveyor- /m s.
/

(</57. /8.4 iStd Source

).23 ejmnBackground

k/[.2 7 _ mStd count

Net Std 4/ V 0 (s

uCi/com 0 C O cC 2 'l

Net Com Removeable Act
Sealed Sources

C001/
3M Cs137 1.76 mci 1/17/78

SN 0004
.

Y/ doO/
'

e
CoS7 10 mci 3/10/89

SN S322.114-03
(Flood source)

1. Removeable activity is below 0.005uCi YES
,

2. The following sources are above 0.005uci; RSO requires the
following action:

[

-

_-
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NRC Radiation Safety Audit
/I!/6hY

-

,/.

,

Licensee: bout 9ct lHMet N<N t'c. I'3 -j
.

Date:
, ' '

Location: GRL- ll-es h .E dt'bte 4 ^ tul

NRC License # O2 -9 6o60 J[ Expir. Date: M tc c , 3/
,

! DCOMMENTS:10 CFR Part 19

A. Posting Documents: bbN ' Om bc>eb'NRC Parts 19,20,35; License; Form 3 c-

,W ~ ~ 4M b'L .$ .Q

n-se ce done/ documented, all staff? k' t C'

xj'.f'.C tex y .x. w L,
l U -

C. ExposureRepo s:
StaffinformedPosted ._

.

10 CFR Part 20

A. Hignest Yr dose Eighen Qn duw

B. Surveys in unrestricted areas (highest level) '/

C. Caution Signs / Labels (OK and posted)

/4 '' '

D. Receipt Packages:
Promptly delivered Exteriorinspected Survey (<100@ surf.,<10@lm)

I

Wipe test Survey container b4 discard
Instructions to Supply, Security ;Written procedures for receipt &J2.c<cs n4n cjnk - h,/(

/
E. D,isgosal sewer.

Writterprocedures _ Calc of P
.

|

10 CFR Part 35
-

) A. ALARA /
Written Program V Staff aware of program Written ALARA audit

B. Radiation Safety Officer Written Policy / Pro edures for:

1. Purchase Delivery Storage / Inventory Emerg. Procedures _.

2. Quarterly surveys Checks of survey instrts. ALARA action levels i

3. Training: NM Rx Nurses Supply Housekeep |
.

'

4. System for records Briefs Management (dates)

C. Radiation Safety Committee

1. Includes: NM rep., Rad. Oncology, Nurse, RSO, Mgmt.,

2. Minutes include: Members present/ absent, ALARA reports, Annual review,

3. Quorum equals 1/2 present
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D.' Authority and Resoonsibility

|
- 1. Management ele lo An D~
'

"
2. Written c ge to C and RSO| -

|

E. Suoervision / Instruction
1. Workers instructed in Rad Safety -

2. Audits / records ./ |

F. Misadministrations
1. # in last 2 years [) Corrective action

.

|

G. Dose Calibrators (all tests st be within 10% and signyd by RSO)

Daily constancy (on-call) Annual Accuracy tf Quarterly Linearity /

Geometry (once) / Ny g -
.

H. Survey Meters ( teyts within 20%) ,

Yearly cal. / Check source measured with each use

/G~g*{ - Sf'((
i

I. Measurement ofDoses (35.53)
-

Records include: / j
Radionucipharm. Lot # Expir date Patient SSN

Prescribed dose Actual dose ijDate/ time Wtials L/ |

.

J. Testine of Scaled Sources records signed by RSO) y
Quarterlyinventory Survey of Storage Area Qtriy /

Leak test each 6 7o.d
K. Svrinae Shields f

Available VLabeled-

!

L. Survev and Wice Tests
Use areas daily in PM eekly wipes Initials

% e 7 - & w d e l i
_.
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3
/f

7 ' . M.' .heleah of Patients withMetivity. ey orc c@goash e/ Si fnbgpatig/ \

l

| N. Decay in Storage (Waste) / i
Segragated by Tl/2 / Stored 10 Tl/2 i Recorded If Initials

|

O. Control of Gases
t Vent. rate (ft3/ min) Vent. (hr/wk)wk O

Act./p/
' Studi

6 ssure Xe er c'lifunre cted area
Roo at7 g pre
Calc f illclearjanc t6ne Sp posted ged monthly'

! Vent. ates measured /6 months

|

.

Safety Instmetion for Theraov

Records
1. Instruction to all persons providing care t

1
,

2. Procedure for RSO notification

3. Document removable activity < 200dpm/100cm2

lY
|

COMMENTS:

d'u.d bat.E Ced dt4
~

|YM '' W h m u ," Ik W W>

tc?ma a sns,g/
' .

-

.- -_ _ .-

ACTION:
1. No items of noncompliance or unsafe conditions were found.

;

2. Please review and/or correct the following:

.

t/
Radiation Physicist: ths /LL , sL.

( /'

i Radiation Safety OfBcer:

| Date:'

Administration:

__ _
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/'9 MIDWEST RADIATION CONSULTANTS, INC.'

c

; RADIATION THERAPY * RADIATION. SAFETY * MEDICAL IMAGING

9 WEST SHORE ROAD
ST. PAUL, MINNESOTA 55127

612/863-406O

Sealed Source Leak Test

/ . !'Consulting Radiologists Date: // /

/ N_ [h
Mpls Heart Institute y-

5_g / iIfly: _f

Std Source: Cs-137 0.1 uCi

Background 2, '-S '2

Std count // b 7 Y /
Net Std l/b YC 'I

uCi/ cpm . C C c t c .) / s'

Scaled Sources Net Com Removeable Act.

3M Csl371.76 mci I/17/78 I' 9 . O C'c t f..

SN 0004

CoS710 mci I/31/78 .2._52_ _ _ ff "' - _ _ _
-

SN S392353 06
.

,

1. Removeable activity is below 0.005uCi Yes Y C. ' '
f%

,

'

2. 'the foUowing sources are above 0.005uCi removeable activity.
'lhe foUowing action is required:

0 |

i/,

\,, whn/p'
(/

LEARCRL. SAM
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3. ',.. .

M.* Release dPatient1f9Ik Activity

Number %:nts
\ Jurve'yMg;1nteah' _

, .

.

N. Decay in Storage (Waste)
Stored 10 Tl/2 Recorded Initials

Segragated by Tl/2 r_ ,

k[ .

O. Control'of Gases !

Studies wk pt Vent. rate Vent. hr/wkT
'

|
Room at neg. pre re Xet Calc in unrest'ricte area

Calc of spill arance time Spill time posted _ Xe trap tested monthly
;

Vent ra measured /6 months
.

i

Safety Instruction for Theraov<

1. Instruction to all persons providing care Records

2. Procedure for RSO notification [
i

3. Document removable activity < 200dpm/100cm2

i

! 4. Tl h~sl E 4
,

< ,

COMhENTS hd |
-

| Y) [A ('

| b) pcAcc-uw ,

}' SM V NM k $/
:

' 1
..

P

; r TION:
1 1 No items of noncompliance or unsafe conditions were found.

)
! 2. Please review and/or correct the following:

[
1

* '

.

Radiation Physicist: /OtI [A 7/^-4D

Radiation Safety Officer:
.

Date:Administration:
4

_


