E APPENDIX B

NUCLEAR MEDICINE INSPECTION FIELD NOTES‘
Region I -

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

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

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

Licensee Contact: Co (}Mw é’v Srun;}
Last Amendment No.
| Program Code
- @/ 02110 - Broad Scope ( )02120 Limited
( ) 02121 - Custom ( ) 02200 - Private Practice - Lmuted
N () 02209 - In Vivo - ( ) 02201 - Private Practice - Custom
() 02210 - Eye Apphcator ( ) 02220 - Nuclear Medical Van
( ) 02230 - HDR | ( ) 02410 - In Vitro - |
( )02400 Veterinary - ( ) Other -
3 /// " 0
Date of Last Inspection LS 992
Date of This Inspecuon 7/ 20.-. & k/]..‘!.’% .......
. Type of Inspectlon o (') Announced : ﬂ( J{ Unannounced )
» .~ (‘)Routine = () Special
| \ () Initial - .+ () Reinspection - .
.NextInspectlon Date B Dg,/q;/ (Mémﬂ ( ).Reduced (. )Extended:

' Summary of Fmdmgs and
o () No vmlatlons Cl&r 591 or letter issued
() onlatnons 591 or letter issued -

( ) Action on Previous Violations

| Inspector:

Approved: ™

2
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_ All areas mdxcated in field notes are not requnred to: be addmsed durmg each mspectlon



_ i : . b
L. " ORGANIZATION
a. Organizétional structure meets license fequii'ements (L/C) ‘ (/ )Y ()N
. Remarks: ......... SUURRRUPIRR SUUDT L e ‘
Represenkeolﬂsoscmu)ﬂmﬂ( ....
......... WM
TN UURRTRNS P
b. Use by authorized individuals (35.22()(2)] o (\/ Y ()N
Remarks: AP .......................
e Radiation Safety Committee | ' R ( )N/A
: (1) Membcrship as speciﬁcd in [35.22(a)(1)] - | (V{Y ()N
- (2) Meetings held quarterly [(35.22(a)(2)] , MY ()N
“(3) Quorums established per [35.22(2)3)] ' (V)Y ()N
(4) Has sufficient authority per [35.23] - VY ()N
(5) Committee reviews conducted per [35.22(b)] , : .Y (YN
(6) Record of Commiltee meetings [35.22(2)(4)] WY (HIN
L Meat }\\25: = v _ ) o ‘ .
Remarks: ... g jayfed R PR
sl
U ﬁ/?/?6 ......
................ 4/{1/93;
d.  Radiation Safety Officer
(1) Appointed [35.21(a)] S | (% ()N
- ..(2) Fulfills duties per [35.21(b)] . 3 ' _ “VYY ()N
(3) Has sufficient authority per {35.23] - B ( ‘-) Y ()N
Remarks: ......... SR N SN o e
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} }
e. Visiting authorized user o o (\/N/A
' (1) Has written permission [35.27(a)(1)] | ()Y ()N
~ (2) Copy of visitor’s license-on.file [35.27(a)(2)] ()Y ()N
(3) Performs’ only those. procedures authorizedon
.. visitor's license [35.27(a)(3)] 7 ()Y ()N
" (4) Uses material under licensee’s license for T - L
Co sixty*days per yw or less [(35 27()] - ' ()Y ()N
~ (5). Récords maintained 3 years after last visit [35 27(c)] ()Y ()N
ReMAIKS: ... . e e
f. }Mobile. Nuclear Medicine Service - ' : R (IAIA
( l) Licensee uses mobile nuclear medicine services [35.29] ()Y »(.I) N
~ (2) Licensee operates mobile nuclear medicine services S
o [35.29,35.80] v o : ()Y ()N
REMaAIKS: ... . e e e

2. I'nspection History
‘ a, Lasf inSpeCtioﬁ“conddc_téd oﬁ g
b: ”_Violat_i’ons or deviations W_eré identified -

c. Réspo'nse letter or-

. Violations from Previous Inspectiop:

kegunrement : Violation ~ Corrective Action Taken (Y/N) Status
Fanlorr> o fo : '

16 6 R 2013 DI ‘w”f;w/“% ......... ....... SO
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e. Any previous violations not corrected _ : | () Y _(J) N

3. ngP/E OF PRQQRAM M ua«dy WWM I aelivty

| a. Licensee has muluple authorized locations of use - ()Y ()N
( )N/A

b. If so, list location(s) inspected
CwAnmL - Creorgio e pe > Meds Rescernd

T U ) e«.J.@.:U.eJ. ...... gl .
. e - QD(.,EU‘({@ : o ' .

Watking Huo, ﬂlmmaus\’ (/‘7 [n;AW 0 AO””Q// WW

\,J"&Q‘...W..&LM(L.&!—:’I RO De. "[VQTLQQ..m;.QTﬂd(...@.‘.Q.\ x (iadgomq
....‘.1\/«/{‘1‘& buf.ﬂ.r.l‘l/.’lf .............. S sab o
S% U"P“ L\mf% Stedent. e ,
e fe«ﬁ..&&gw.sm.,..@lﬂ ................ PR PUTTRURRR

Indlcates presence at exit meetmg

| _ d. Bneﬂy describe. scope, mcludmg types of use mvolvmg byproduct matenal
~ frequency of use, staff size etc.

f‘m fo/W 33, m 35 5@ ' _ .' /71& oy ban > La 11

....................................................................................
DT T

e. Radiation safety éhanges pursuant to [35.31] R ( )-Y‘" ( ) N (v)/ A
f. Records of changes maintained [35.31(b)] : ()Y ()N /
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4, INTERNAL AUDITS OR INSPECTIONS

S.  TRAINING, RETRAINING, AND INSTRUCTIONS TO WORKERS ~ /

a. AUdILS or inspections are conducted ()Y ()N, ()N/A

(2) Frequency .. A“V‘Ml.(v e :

T b Audlts are required by license condmon
Records maintained -

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

T T T T T T

a.  Instructions to workers per [10 CFR 19.12] ()N
Remarks ..... e et .'. ...... L S S »
b, “Training progrﬁrnrqquirc':d (vcy - - o S ( ;)/Y () N ( IN/A |
o (1) Trairrihg broora‘m ih\plerncritcd R | _ /Y ()N

(2) Retraining program required L _ WY ()N

(3) Retraining program implemented - (‘)/ ()N

@) . Records maintained ' )Y ()N
Rcmarks,__._.- ........ s . e SO ........... AT

c. SUPCI'VISION of mduvnduals by authonzed user in accordancc o AN .
~with [35.25) - gAY ()N

' Rcmarks....' .............. U . I
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6. FACILITIES AND EQUIPMENT

‘a. Facilities as described in license application o 4/Y ()N

. Areas for storage and use of RAM = 4

PR f
u’

Ji( )Y ( ) N f(

(1) Adequate method used to prevent an unauthorized

individual from entering restricted area . ]
(2) RAM is secured to prevent unauthorized removal s
from an unrestricted area [20 207]

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

_ 7%/ P A (f ey g '"/”""”f ‘
c. . (

( YN/A
(1) Licensee possesses and uses dose ' _ . S V{ -
, calibrator(s) per [35.50(a)] o ' T MY ()N
. (2) Constancy checked per {35.50(b)(1)] o v WA )N
(3) Linearity tested per [35.50(b)(2)] , _ - (JY ()N
(4) ‘Accuracy tested per [35.500)(3)] . '(-\/f Y ()N
(5) Geometry dependence tested per [35. SO(b)(4)] : WY ()N~
(6) Readings mathematically corrected if linearity error is
~ greater than 10% per [35.50(d)] ' - (‘//) Y ()N
- (7) Records maintained [35.50(e)] - . "YY ()N
(8) RSO signs linearity, accuracy and geometry . V{ _
MY ()N

dependence tests [35.50(e)]

Remarks
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‘ . {
d. Suery insln'lmcnls . —_ ( YN/A
) Appropriate operable survey instrummients posscssed per - ‘
-(35.120, 220, 320, 420] or available per (35.520] v WYY ()N
(2) Calibration performed as required by [35.51) : Y ()N
. (3) Récords maintained [35.51(d)] (PpY ()N
(4) Proper Operalxon checked with check source ‘
per [35 51(c)] Y ()N
Remarks ...... e, R e S :
e. Synnges containing RAM properly labeled and sh:elded , y o
unless contramdlcated per. [35.60] : (WY ()N
_ f. Vials containing RAM properly labeled and : _ .'
- shielded per [35.61] ' o WY ()N

Remarks . A&

7. RADIOLOGICAL PROTECTION PROCEDURES

a. Radloactnve material used m accordancc wxlh o o _ S

current procedures [L/C] - ( ré/ Y ()N
'Remarks..;...'..'..,. T L U ........ -
b. Individuals’ understanding of current procedures is adequate

(1) in general rules for safe use of RAM , o .Q//Y ()N

(2) in emergency procedures ' : /)Y ()N
Remarks ................ EUUUTTRURRRRRRNS F e S
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8. = MATERIA

a. Licensee uses unit doses

b. Licensce uses generators B _ o - WY () N
c. Licensee posses#és sealed sources or L v

brachytherapy sources per [35.59} : , ' WY ()N
d. Isotope, chcmicai fogm; 'quamity and use as ' '

~authorized (L/C, 3!".;1;1, 35.100, 200, 300, 400; 500] (% Y ()N
Remarks ............. A e ........................ NUUUTIR
e. Molybdenum-99 breakthrough _ o ' (YN/A

(1) Test performed per [35.204(b)] ST _(y/ ()N

~ (2) Records maintained per [35.204(c)] . TS QXYY ()N
Remarks ...... ...l e e e e

f. Leak tests and Inventory

- (1) Leak tests performed on sealed sources and / :
brachytherapy sources per {35.59(b)] ~\MYY ()N

(2) Inventory of sealed sources and , v
~ brachytherapy sources per {35.59(g)] _ , ([/ Y ()N
- (3) Leak tests records in microcuries (\\y’{ Y ()N
“(4) Leak test/inventory records signed by RSO : - WY ()N

'(5) Records of leak tests and inventories /

' maintained for S years )Y ()N
~Remarks ................. SR PO U . e e,
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10.

11.

RECEIPT AND TRANSFER OF RADIQACTIVE MATERIAL

a. Describe how packages are received and by, whom: ‘ ( )N/A

b, Opening proccdurcs established and -+~

followed per [20.205(d)] Ny : WmY ()N

- ¢. Incoming packages wiped per {20.205(b)] (WY ()N

d.- Incoming packages surveyed per [20.205(c)] WY ()N

e. Transfer(s) performed per {30.41) ' ' (.//Y ()N
f. Records of surveys and receipUtransfer _ / _

maintained per [20.401(b) and 30.51] ( a )Y ()N

Remarks . \W w%/ L W&WM

...................................................
..........................................................................................
@ % 4 2 % s % e s e s moeese s e e e et e eee e saeneeanaeenesss et et eN e sacr Ve asascenoan

AREA SURVEYS. ) . S ()NA
a. Ambient cxposurc rate survcys conductod I : i L
CperGs0@OE @Y ON

- 'b. Contamination surveys conducted e o
‘per 35.70(0),(D] - . (Y ()N
c. Trigger levels established [35 70(d), (g)] e (Vb Y ()N
"d. Exposure rate survey records in mR/hr, - ; e $/) Y ()N
e. Contamination survey records in dpm/ 100 ém? R (%Y ()N
f. Records maintained per [35. 70(h)] ' | | | Q3Y ()N
Remarks ...
RADIOPHARMACEU [ICAL THERAPY S () N/A

a. Licensee provides safety instruction per (35. 310] and o
implements safety precautions [35.315] or equivalent (L/C} -~ “ )Y ()N .

b. Patient room contamination surveys per [35. 315] T o (\/)/ Y ()N .
c. Release of patients containing ' . L o /
radiopharmaccuticals meets [35.75]) WY ( )N
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- d. Thyro:d burden measured on mdmduals involved -

12.

€.

LMW;WMWw pemeiioc fueked

-

in dose administrations [35. '¥I5(8)(8)]
Records maintained

WWM%W

BRACHYTHERAPY 7 it Y% bepatiz medtf /’M M ) N/A

oo

Licensee provides safety instruction [35.410] and implements ,

safety precautions [35.415] or equivalent [L/C] : : (f Y ()N
Patient surveys performed per {35.406] ° ' “)Y ()N
Release of patients containing permanent : |

implants ‘meets [35.75] - A (Vf Y ()N
Release of patients treated with temporary I _
implants meets [35.404) - (‘j/Y ()N
Brachytherapy sources inventoried per [35. 406] _ MY ()N
‘Brachytherapy source storage area surveyed o '
quarterly and record signed by RSO [35. 59(h)] WYY ()N~
Records maintained )Y ()N

NRC mspector rev:ewed personnel monitoring'(ecords for .

' Pefiod ,,J@_orv‘_t..lﬂ.q% ....... e to N aw!x”lﬁﬂcl? ......................
NRC forms or equlvalen,t | |
() NRC -4 ()Y ()N -~ Complete ()Y ()N
(2) NRC -5 ()Y ()N Complete N ¢ )Y ()N
List maximum exposures (millirems): v i o
(1) Whole Body = Pl 1 limifey, ety £ .9#’*_9.0 2 .".'.’? te

Appendix B, 87100 - ‘ B-10 ' - ‘ Issue Date: 02/19/91



.g. ‘Licensee has implemented an ALARA program (35.20] | (\/(Y ()N

REMATKS .

' 14. : EERSQ{NNEL'RADIATIQN PROTEC !:IQ. N - INTERNAL |  ()N/A
a. Potential for exposdre of individuals to airborne RAM exists (\/)Y ()N |
b. qui;toring for airborne radioactivity conducted per 20.201(b)

© to meet [20.103, 35.90 and 35.205] - o (%Y ()N
~¢. - Records maintained [20.401, 35.205, and L/C] 4_ WY ()N
d. Bioassay program implemented as described in B '

. correspondence-with NRC = .0 . . - ("{Y ()N
Remarks ... ... S TR U " e e
e. Radioactive gases

(1) Clearance time and safety procedures ’ ' ‘/
are posted (35.205(d)] o ' (V)Y ()N
(2) Reusable collection systems checked monthly ' MY ()N
(3) Ventilation rates checked each six months o o '
~ for negative pressure [35.205(¢e)] - . : _ ()Y ()N
Remarks ... .0 e
15. .RADIOAC}TIV’E EFFLUENT AND WASTE DISPOSAL -
a. RAM in effluents to unrestricted areas ‘ | : '('_ )Y ()N
b. Releasé in a'c_cordancc with regulatory limits {20.105(a)] . . (I/{Y v( ) N
.Remarks WWWMM ........................................
‘ /‘/M% @%MWW/ K e Cacin
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AN . ! . “ R
) , }
i

- d. If LLW is stored because access to a burial site has
- been denied, answer (1), (2) and (3) below:

(1) Adequate control of waste storage is miaintained (”5/) Y ()N

(2) Package is labeled and package integrity _ ,
is adequately maintained . ' (/S Y ()N

(3) Adequate records of surveys and matenal
accountability are maintained ’ (V{ Y ()N
e. Disposal of waste in accordance with regulatory o

: requxrements (20.301 and 35.92) o (V{Y ()N
- f. Decay-in-storage waste disposed per [35.92] (V{ Y ()N

" g. Records maintained [20.401(b) and 35. 92(b)] ( . Y ()N

- Remarks . /‘}WMM

16. NOTIFICATIONS AND REPORTS

a. Licensee in compliance with [19.13] ' WY ()N (ON/A
(reports to individuals) ' ' o -

b.. Licensee in compliance with [20.204] ' ('|/Y ()N ()N/A
(theft or loss) . - :

c. Licensee in compliance with (20.403) ' (‘\/ Y ()N (ON/A
(incidents) o '

d. Licensee in compliance with [20 405) “AY ()N (ON/A

' (overexposurcs) : .

17. MISADMINISTRATIONS

a. . Misadministrations have occurred

(1) Diagnostic
(2) Therapeutic

b.- Licensee in compliance with reporting therapeutic
" misadministrations [35.33(a),(b)]
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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)]

18.  POSTING AND LABELING

- a. Form NRC—3 "Notice to Workers™ posted
b. Other posting and labeling per [20.203]

19. TRANSPORTATION (10 CFR 71.5(e) and 49 CFR 171.189

Licensee makes shipments of RAM _
. If so, descnbe shlpment content and method

Wecww VM/ 12/4'/47 Jedl /@Aéa/wz /);A

op

c. ‘Licensee is aware of 10 CER 61 requu'ements
d. Licensee classifies and characterizes waste
- e. Shipments

(1) Authorized packages used [173.415,416]

(2) Package typeused .................... S

(3) For DOT-7A packages, performance test record
on file [173.415(a)]

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

(5) Packages properly labeled {172.403, 173. 441]

(6) Packages properly marked [172.300]

(7) Proper shipping papers prepared

and -used [172.200-204) )

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

D I S T T T T T T T R I T A

Appendix B, 87100 B-13

(/Y ()N (ONA

VWY ()N ()N/A

(AY ()N ON/A

(Y ()N ONA

()N ¢JN/A
Y ( )N (ON/A
g (')N,()N/A

(Y ()N ONA
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20.

21

22.

~ Remarks ... ... e AN

) : . ‘ i VI

f. Licensee makes return shipments of radioph‘arma'cy doses | ()Y /) N ()N/A

(1) If YES, licensee assumes responsxblhty of _
all shipper requirements - ()Y ()N

(2) If NO, describe arrangements made bctwecn licensee and '
radiopharmacy as to performance of shipper responsibilities:

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

 RECORDKEEPING FOR DECOMMISSIONING

a. Records of information important to the safe and effective
decommissioning of the facility maintained in an independent
and identifiable location until license termination [30.35(g)]

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

INDEPENDENT MEASUREMENTS

a. Survey instrument used ................. SO RO _
b. NRC Serial No. ................ P e
¢. Inspector's measurements were compared to licensee's - ()Y ()N

d. Describe the type and results of measurements:

'BULLETINS AND INFORMATION NOTICES

" a. Bulletins, Information Notices, etc., recewed by the liécnsee- \(/)- Y ()N
b. Licensee took appropriate actions m response to ‘ ‘ .
Bulletins; INs, etc. ' \/{ Y ()N

..........................................................................................
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...........................................................................................
............................................................................................
............................................................................................
L IR IR I R T T T T I I R R I I I R
...........................................................................................
..............................................................................................
..........................................................................................
L T T T I T T e T T T T P
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24, LI VIOLATIONS  *
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7

Licensee WK&""G/ ........ e - Inspector | \7' K/ v A AL -
I npection Date...*7 /36 =33/%5
a. Lacic of senior managemcrit involvement with the radiation / ,
‘safety'program and/or Radiation Safety Officer (RSO) oversight ()Y ()N
b. RSO too busy with other assignments - ()Y (V)/N
c. Insufﬂci.ent #tafﬁng L . - | ()Y (V{N'
d. Radiation Safety Committee faiis to meet or functions inadequately ( ) Y (l/)/ N
ve. Inadequate consulting se;rvices ;)r inad'eq&'ate audits . S ).Y (\)2(

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

Y

Appendix B, 87100 v B-17 EE . * Issue Date: 02/19/91 -



. ADDEND o
I INTERIM FIELD NQOTES
" QUALITY MANAGEMENT (OM) PROGRAM

1. 'GENERAL

a. License number(s): D 8’”9 / 753 /Ov}/ .........
. jb. Docket number(s): D2p 03/
~ c. Last inspection date(s): 0y ?7/ ...........

d. Current inspection date(s): ..... 09— 30# 29 /2%‘?\3

2. MODALITIES
a. Procedures the licensee performs:

(1) Teletherapy
(2) Gamma Stereotactic Radiosurgery
~ (3) High-Dose-Rate Remote Afterloading Brachytherapy
~.(4) All Other Brachytherapy _ :
(5) Nal I-125 or [-131 > 30 microCi~
(6) Therapeutic Radiopharmaceutical Other than (3)

Z2ZZ2ZZZ

%@-w<< |

"~ 3. - PROGRAM

a. Licensee has a written QM program, as applicable,
that covers all policies/procedures that require a : _
written directive and program review [35.32(a) and (b)(1)] N (SW)

b. Written QM program and certification (for existing SR
licensees) submitted to NRC [35.32(f)(2)] /? )



4.

SUPERVISION

a. Supervised individual(s) instructed in the QM program  ~ |
applicable to the modality-of use [35.25(a)(1)] @c N ' (SW)

(1) If any individual(s) has not received training, document their names and
_position. Additionally, briefly describe the reasons as stated by the
individual, the RSO, and the supervising authorized user:




;;;j ’MJ /W
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