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NOTE: All areas tn6.1 .ated in field notes are not required to be addressed
during each Inspection.

APPENDIX B
NUCLEAR MEDICINE INSPECTION FIELD NOTES

Region •

Inspection Report No.
I

License No. i2-c-)/5Yzf•o- 1

Docket Nio. 0o" --, i*) --XLicensee (name and address)

C--T rvý - I r- , ý /,- ;L'/0 ý' I..- r--7-M
C ci

i~cXT Scwt4 CL 'KP rIa- -K H v-s

Licensee Contact

Last Amendment No. - 1

,; A<, ' -/c,21
M

Priority :9

Program Codes:

IA
02110
02121
02209
02210
0240002500

Broad Scope
Custom
In Vivo
Eye Applicat
Veterinary
Pharmacy

02200
02201

•or 02220
02410
Other r

Limited
Private Practice - Limited
Private Practice - Custom
Nuclear Medical Van
In Vitro

Da te of Last InspectionR 'nh

Date of This Inspection*11/,;2 1241
II I

Type of Inspection:

.Next Inspection Date.

Announced
Routine
nitIal

) Unannounced
Special

yjjeinspection

Normal ( ) Rediuced ( ) Extended

Summary of F edings and Action:
No vi olations, 4sea- oIletter

cr Violations, 591 or letter issed
C)Action on Previous Violations

i ssue~d

Date
I~gnatrfe) Dat e

-51 / 2-

Approved: Date
'(5i~nature) 6

214-71
2/1/92Appedix B, 87100 P-1 Issue Late:



(.
'1. ORGAINIZATION

a. Organizational
requirements

Remarkir(>., k~ Jr,

structure meets license
[L/C]

VU• N

K.

4
p

t /-

N

c. Radiation Safety Commlttee

M Membershi as specified in [35.22(a)(1)]
Meetings held quarterly [35.22(a)i2)]

(3) Quorums established per [35.2 (a)(3)]
(4) Has sufficient authority per [35.23]
(5) Committee reviews conducted per [35.22(b)]
(6) Record of Committee meetings (35.22 (a)4)]

Renarks.

d. Radiation Saftty Officer

(1) Appointed [35.2r(a)l
(2) Fulfills duties per Q35.21(b))
(3) Has sufficient authority per L35.23]

Remarks.

( ) N/A

I

N

N
N
N

)Nt
N
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e. Visiting A..orized User ( /A

S1) Has written permsslor, [35.27(a)(1)] ( ) Y ( ) N
2 Copy of visitor's license on filer35.27(a)(2)]( :

(3) eforms only those procedures authorized ( ) '( ) N:.
on visitor's license [35.27(a)(3)] Y N

(4) Uses material under licensee's license for
sixty days per year or less [35.27(b)] Y ) Y C ) N

(5) Records maintained 3 years after last
visit [35.27(c)J ] )y( )N

Remarks.

f. Mobile Nuclear Medicine Service

(1) Licensee uses mobile nuclear medicine
services [35.29]

(2) Licensee operates mobile nuclear medicine
services 135.29, 35.80]

)N/A

C )Y()lny N

Remarks.

2. INSPECTION HISTORY C ) N/A - Initial Inspection

a. Last inspection conducted on C______________/__

b. Violations or deviations were identified ( ) N

c. Response letter or 591 dated

d. Violations from Previous Inspection

Requirement Violation Corrective Action Taken (Y/N) Status

I) Ta~-f. /6- / A- ) (4 C - C

e ,- '

p|
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e. Any previous violations not corrected

I

C
Explain.

3. SCOPE OF PROGRAM

a.b. License has
if SO. list

multiple authorized locations of use
location(s) Inspected • W/A

c. List those individuals contacted during inspection

*Indicates presence at exit meeting

d. Briefly describe scope, including types of use involving
miaterial, frequency of use, stdff size, etc.

byproduct

._ 1_0

e. Radiation safety program changes
pursuant to [35.31J

f. Records of changes maintained [35.31(b))

Remarks.

I Y()
~+N1 A

~1
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4. INTERNAL AUDITS vR INSPECTIONS

a. Audits or Inspections are conducted

(1) Audits conducted by fso

(2) Frequency /. K, 6o
b. Audits are required by license condition
c. Records maintained

Remarks.

5. TRAINING, RETRAINING. AND INSTRUCTIONS TO WORKERS

a. Instructions to workers per [10 CFR 19.12]

Remarks.

b. Training program required [L/C]

(1) Training program Implemented
(2) Retraining program required

Retraining program Implemented
4) Records maintained

Remarks.

c. Supervision of individuals by authorized user

in accordance with [35.25]

Remarks.

•4 ( ) N() N/A

II

)Y( )N

I., 4"V NC ) /A

# y N

Y NCN

/in
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6. FACILITIES AL OUIPMENT (

a. Facilities as described in license application

Remarks.

b. Areas for storage and use of RAM

#r ( )N

(1) Adequate method used to prevent an
unauthorized individual from entering
restricted area

(2) RAM is secured to prevent unauthorized
removal from an unrestricted area [20.207

Remarks.

c. Dose calibrator

N)

()N

(1) Licensee possesses and uses dose
calibrator(s) per [35.50(a)]

12) Constancy checked per[ 35.50(bl)()J
3 Linearity tested per L35.5O(b)(2)J
(4) Accuracy tested per [35.S0(b)(3)3
(5) Geometry dependence tested per

" [35.50(b (4)3

(6) Readings mathematically corrected
.if linearity error is greater than
10% [35.50(d)]

(7) Records m~aintained [35.50(e)3
(b) RSO signs linedrity, accuracy and geometry

dtpendence tests [35.50(etj

IN N /A
N
N
N

C)N

()N

Remarks.
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f d. Survey ins( .jments (

(1) Approriate operable survey instruments
possessed per [35.120,220,320,420]
or available per t35.520]

(2) Calibration performed as required
in [35.51]

~ )Records maintained [35.51(d)]
4 Proper operation checked with check source

per [35.51(c)]

Remarks.

e. Syringes containing RAM4 properly labeled and
shielded unless cuntraindicated per [35.60]

f. Vials containing RA,; properly Idbeled ano
shielded per [35.613

Remarks.

( ) N ( ) H/A

N

()H

( )"

7. RADIOLOGICAL PROTECTION PROCEDURES

a. Radioactive materials usea in accordance with
current procedures [L/C]

Remarks.

( N
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b. lruciviouc., undtritanrding uf current procLres
is adequate

(1) in general rules for safe use of RAM Y N
2 In emergency procedures

Remarks.

8. MATERIALS

a. Licensee uses unit doses k

b. Licensee uses generators

c. Licensee possesses sealed sources erYt
brdchytherdpy suurces per [35.59] ( )tJ

a. Isotope, chemical torn, quantity and use as
authorized [L/C, 31.11, 35.100,200,300,400,500]

Remarks.

e. Molybdenum-99 breakthrough

JI) Test performed per [35.204(b)]

2) Records maintained per [35.204(c)]

Renmarks.

N/A

Y( NI
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f1. Leak tests and Inventory

(1) Leak tests performed on sealed sources and
brachytherapy sources per [35.59(b)]

(2) Inventory of sealed sources and brachy-
therapy sources per [35.59(g)]

3) Leak tests records in microcurles
Leak test/inventory records signed by RSO

(5 Records maintained of leak tests and
Inventories for 5 years

Remarks.- 
2

9. RECEIPT AND TRANSFER OF RADIOACTIVE MATERIAL

a. Describe how packages are receivpd and by whom:

2

Y

I yY

)N

N
N
H

(.)

( ) N/A

b. Opening procedures established and followed
[20.205(d)]

c. Incoming packages wiped per [20.205(b)]
d. incoming packages surveyed per [20.205Cc)]
e. Transfer(s) performed per (30.41]
f. Records of surveys and receipt/transfer

maintained per [20.401(b) and 30.51]

Remarks.

)

N
N
N
h

1 Y C)N
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10. AREA SURVEYS' ( ( ) N/A

a. Ambient exposure rate surveys conducted per
[35.70(a),(b),(c)]

b. Contamination surveys conducted per[35.70(e),(f)]

C. irigger levels established [35.70(d), (g)J
d. Exposure rate survey records in mR/hr
e. Contamination survey records in dpm/100 cmt
f. Records maintained per [35.70(h)]

Remarks.

y

*6 

V

y
y

C N

N
N
N
NflN

11. RADIOPHARMACEUTICAL THERAPY

a. Licensee provides safety Instruct [.0
and implements safety precautic"[35. 5
or equivalents [L/C] ()Y

b. Patient room contami esu yes per [35.315] Y
c. Release of patientlcontain ng

radiopharmace M/als meets [15.75) C ) Y
d. Thyrpi bur-en measured on individuals involved

in ose administrations [35.315(a)(8)] )
e. Re ords maintained y

Re4ur•kL.

C
C

(

12. BRACHYTHERAPY-

a. Licensee provides safety tructn
and implements safety pre, tions [35.41S5
or equivalent [L/C]

b. Patient surveys performed per [35.406]
c. Release of potients c€tntaining permanent

implants meets [35.75]
d. Release of patients treated with temporary

implants meets [35.404]

Hy

Sy(

) U;
) N
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e. BrachytheL .y sources inventoried per [35.4. , ) N
f. Brachytherapy source storage area surveyed

quarterly and record signtd by RSO [35.59(h)] C ) Y ( ) N
g. Records maintained ( )Y( )N

Remarks.

13. PERSONNEL RADIATION PROTECTION - EXTERNAL

A. Film or TLD supplier LcLJ4• l -A

b. Supplier is NVLAP - approved

c. Reports reviewed by •/q C

d. NRC inspector reviewed personnel monitoring r

period /C to

e. NRC forms or equivalent

(1) NRC-:4: Y (A) N Complete:
(2) NRC 5: A4- (Y)fN Complete:

Frequency

Frequency P'ýo

eco•ds for

N N/A
[20.401(a)] -

f. List maximumexposures (millirem): U/

g. Licensee has Implemented an ALARA program
[35.20]

Remarks.

14. PERSONNEL RADIATION PROTECTION - INTERNAL

a. Potential for exposure of individuals to
airborne RAY exists

b. Monitorinq for airborne radioactivity conducted
[20.2Gi(bz to meet M0.1C3. 35.Sý, ai-d 35.25]

Apptiaix B, 871C- I:
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C.d. Records 6. , ntaintd [20.401. 35.205(d), an4  C] )(VA )N
Bioassay program implemented as described in /-
correspondence with NRC Y/ () V () N

e. Radioactive gases

(1) Clearance time and safety procedures are
pgsted (35..205(a)] /

2• Reusab eZcollecti-un systems checked monthly
Ventilition rates checked each six months
for negative pressure [35.205(e)]

Remarls.

C)

N
N

15. RADIOACTIVE EFFLUENT AND WASTE DISPOSAL

a. RAM in effluents to unrestricted areas
b. Release In acLordance with regulatory

limits [20.106(a)] S)V( )N

Remarks.

c. Describe waste disposal method(S) - solid dnd liquid:

d. If LLW is stored because access to a burial site
has been denied, answer (1). (2)9 and C3/) below:

(1) Adequdte ccntrol of waste In o e is
maintained

(2) Package is labeled and package integrity
is adequat ly maintained

(3) Adequate aecords of surveys and material
accounta'ility are maintained

e. Disposal of ,aste in accordance with regulatory
requirerien•i [•Z.301 and 35.92]

f. Decay-in-storage waste disposed per [35.92]
g. Records/mwintained [20.401(b) and 35.92(b)]

Remarks.

'iC

( )V( )N

C
C

(

)
)

)N

)N

) Y
Y
Y

C
C
(

N
NI'
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16. NOTIFICATION= A1,1, REPORTS

a. Licensee in compliance with(reports to indivicuals)
b. Licensee in compliance with

(theft or loss)
c. Licensee in compliance with

(incidents)
d. Licensee in compliance with

(overexposures)

(

[19.13i

[20.402o

[20.403]

[20.405]

( )Y( )
()Y()

()V()

( ) V (
Remarks.

17. MISADMINISTRATIONS

a. Misadmintstrations have occurred

(1) Diagnostic
(2) Therapeutic

()

b. Licensee in compliance with reporting
therapeutic misaoministrations
[35.33(a),(b)]

c. Licensee In compliance with reporting
diagnostic misadministrations, If required
[35.33(c)]

d. Appropriate action taken to prevent recurrence
e. Records maintained [35.33(d)]

S)V( )(N

( y
y
y
CIN

N
N

Remarks.
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18. POSTING AND LALLING

a. NRC-3 "Notice to Workers" posted
b. Parts 19, 20, and 21 and license are

posted or a notice indicating where documents
can be examined Is posted [19.11, 21.61

c. Other posting and labeling per [20.203]

Remarks.

()N

INN

19. TRANSPORTATION (10 CFR 71.5(a) and 49 CFR 171-189)

a.
b.

Licensee makes shipments of RAM
If so, describe shipment content

(e4- N
and method:

c. Licensee is aware of 10 CFR 61
requirements

a. Lictrst dlassifies ar.o characterizes
wIste

e. Shipments

(1) Authorized packages used
[173.4159416]

2) Package type used
3 For DOT-7A packdg9s, pertormancetest-record on file [173.415(a)]

(4) For special form sources,
erformance test record on file
173.476(a)]

(5) Packages properly labeled
W 172.403, 173.441]

6)( ackages properly marked [173.200]
M7 Proper shipping papers prepared

and used [172.200-204]

()
()

Y ( ) N () N/A

Y ( ) N ( ) N/A

Y ) V ( ) N ( ) N/A

( )V( )N( )N/A

C) Y

Y
Y

C ) N/A

I N/A
N/A

Y )V( )N( )N/A

Remarks.
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S f. Licen
raoio

(1)

(2)

see 45.•s return shipments of (
•phdrr.;acy doses

If YES, licensee assumes responsiblity
of all shipper requirements
If NO, describe arrangements made between
licensee and radiopharmacy as to performance
of shipper responsibilities:

) N ( ) N/A

20. RECORDKEEPIfNG FOR DECOMM~ISSIONIflG
a. Records of information important o the safe

and effective decommissioning of the facility
maintained i -alE fr-nd-e•i nt a Identifiable
location untIl 1icense teim n-ation [30.35(g)]

b. Records inilude all information outlined in
[30.35(g)

Remarks.

C
C

)
) ) II

21. IIMUEPENDENT MEASUREMENTS

a. Survey instrument used ,4-. ;0ý644ý
b. NRC Serial No. 03 -

c. Last date of calibration // h____'_
d. Inspector's gwasurements were compared to

licensee's
e. Describe the type and results of measurements:

Y~a( ) N

%Ae
-'-7

,1~

(I
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-,22. BULLETINS AND-(. ORMATION NOTICES

a. Bulletins, Information Notices, etc., received by
the licerste ( ) Y ( ) i

b. Licensee took apropri•te action in re ponse to
Bulletins, INs, etc. Y )NY')

Remarks.

//

23. CONTINUATION OF REPORT ITEMS - USE BACK OF PAGE IF NECESSARY

24. LIST OF VIOLATIONS

Issue Date: B-16 Appendix 6, 87100



25. PERFORM4ANCE E(r,.UATION FACTORS (

Licensee -:* , e ( C.rJ•r- Inspector
(name &
location) titt-7- 777 Inspection

a. Lack of senior management involvement with
the radidtion safety program and/or
Radiation Safety Officer (RSO) oversight

b. RSO too busy with other assignments

c. Insufficient staffing

d. Radiation Safety Committee fails to meet
or functions inadequately

e. Inadequate consulting services or
Inadequate audits

D te /

()
()

()414

Remarks (consider above assessment and/or other pertinent PEFs):

Regional follow-up on above PEFs citations:
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4321 Fir Street39-64Lakeshore Heakth Systemi
East Chicago, IN 46312

(19) 397-4664La eh r He lh v,,tn

St. Catherine Ho-,spira
East Chicago, IN

St. Mary Medical (ente,G(ar• d H,,burr. IN

April 26, 1991

Reference: 1OCFR35.23; August, 1990

We, Lakeshore Administration, give sufficient authority and
various management responsibilities to our Radiation Safety
officer, Dr. Tom Torabi, for the following items:

1. To identify radiation safety problems, hazards, violations,
or any other problem which may be in violation of our NRC
license, NRC regulations, and safety policies.

2. To initiate, recommend, and provide corrective action for

problems.

3. To verify implementation of corrective actions.

4. To inform administration, radiation safety committee, and
any other applicable parties or regulating agencies about
problems or seek advise from the above mentioned.

5. To perform all duties as outlined in the job description and
statement of duties to the best of his abilities, including
maintaining the ALARA program.

6. To assure the hospital that quality, and accuracy of work is
being done in departments under the surveillance of the
Radiation Safety Officer for providing quality and
appropriate patient care.

Beth Kaminski Samý1 H. Turner
Chief Operating Officer Chief perating Officer

St. Mary Medical Center/H St. Mary Medical Center/G

,-Jack Bry-fl
>jef Operating 0 ~icer
St. Catherine Hospital

.-\ HEALTH MINISTRY OF THE
POOR HANDMAIDS OF JESUS CHRIST


