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 APPENDIX G

are not required to be addressed during .

I NOTE: A1l areas indicated in field notes :
each inspection

NOTE : Any reference to pat1ent is 1ntended
to include human research subJect ‘ .

MEDICAL BROAD-SCOPE - INSPECTION FIELD NOTES -
Region /- _

Inspection Report No. 97 00/ - L1cense No,_‘DngIfZ&?/ -3
 Docket No. D30~ DI387

. L1censee (Name & Address) -
Dﬁoi PN NAe Q—rmsf

wﬁ@m'\’of\ 1 D Q/

~Licensee. Contact C‘lo\ (,Om AA‘\ngov\ Te]ephone No
'Date of Amendment \Z/ ‘38’9(9

Pr1or1ty X &
-Program Code QJ/D N

_Date of Last Inspect1on 7/9‘ Z///74 |

Date of This Inspection - 2,// - Z//;abr?

TYDe-Of'InSpection:, L © () -Amnounced . - ( nannounced
o (Y Routine - ( ) Special -
(. ) In1t1a1 R ) Re1nspect1on o

' Summary of F1nd1ngs and Act1on

() Mo v1o]at10ns C1ear 591 1ssued
(V¥ Violation(s), 591 issued = . '
() Violation(s), Regional letter 1ssued - o
) Fo]lowup on Previous v1o1at1ons a | o o
()Y (p///

”Were non-cited v1o1at1ons 1dent1f1ed dur1ng this 1nspect1on7

Was propr1etary 1nformat10n rev1ewed by or. recewved by the :
. inspector? - . o
b nQau~ki :SIfeli.‘3~z¢ /1“”;“’

Inspectorv \ZA@W kj\/zéﬁw ) Daﬁé':  &/’/‘%/?7 |

(S1gnature)

()Y CIN

Approved .s}/7717 ;:T:Z:fi;:;ﬁéyf. .. :'Datek- ;(,/§£fi)4%‘17 L 'mf.
: _ T (S1gnature)/// o 0 - :ZlJ'Z;% |
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U 'lNSPECTION HISTORY () NA Tnitial mspectwn

A. Violations were 1dent1f1ed dur1ng the Tact two ,
' inspections or two years, whichever is longer ‘ (LA/Y ( ) N
B. -~ Response letter(s) or 591(s) dated -
C. .. Open violations from previous inspections:
' o , : I _ - _.Status :
Requirement Violation Corrective Action Taken (Y/N) - Open/Closed
R - Jetwerity of ’ v o : S :
AD.1¢p 1 arY *HZ. : ‘f - R

80, 2801(a)(1)  Notifiation o - 72

Faylere —

D.

- Explain any previousrvio1étionsfnot’corrected or.repeated n(¢)’N/A_

2. ORGANIZATION AND SCOPE OF PROGRAM

A

e e wee

";1. ~Meets 11cense requ1rements (L/cy _,.' *:(v//%'
S (

E Organ1zat1ona] Structure.

: H% Acsc\(‘\\o-e_& \“ klb&h$-e4 M

+ Ind1v1duats contacted durlng 1nspect1on
e Ind1v1duats present at exit meeting.
()N
2. - Multiple authorized locations of: use : ()N
If yes. may use ATTACHMENT A as a guide for o
location(s) or lab(s) inspected and note 1ab :
» - numbers. where violations .are found. ' ( ) NA
3.  Briefly descrihe scope of activities, 1nc1ud1ng :
' - types and quantities of-use 1nvo1v1ng byproduct
mater1a1 frequency of use, staff size, etc -

A macblf— ‘ Q)moud co
lﬂeyﬂwe@f&f"axmaajsw,% Tm:mqbna J;r,ohar'"éugz/s res,c[gn—é

-e.c,h5
A IDCFR 2CU6D, 20 5”*“”W¢~Q‘A"i’> % |
s

I/”ﬂ‘) r\e/la,%ru'/l7 au:/7L1W %cvov ;z COMﬁOﬂé .

2. R+ D asiy Mm// Lse pF Hj’ps > smef

- afw# 7"’“6‘5_ Qome. otbhers P '

IQ& o= /9 /“754, posnéo,zs u)l% /A VO—Qa«lle/es
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- National Science Foundation

B. Licensee does 1tm1ted distribution of - roog
pharmaceuticals' under Part 35 license e [(VA(Y Egi'N

1. ~~-Ind1cate type of operatton
__a. B » Reg1stered or 11censed with .
' .~ FDA as a drug manufacturer
b - Registered or licensed with -
’ - State Agency as a drug manufacturer
.. __C. " Licensed as a pharmacy by State -
S "~ Board of Pharmacy.
Azfa. Operating as a nuclear pharmacy within a
N » Federal medical 1nst1tut1on A S
2. '-L1censee distributes -
- * . sealed sources - () Y ()N
%  ‘alpha and beta em1tters ()Y ()N
*  generators - _ oYY ()N
* photon emitters ()Y CIN

Remarks : L o B
W MW aw% % zd£6’mc_

o C Research 1nvo]v1ng human subJects ) N/A ,:.f

1. Research is conducted, funded. supported. or
“regulated by another Federal Agency which has .

' 1mp1emented Federal Policy for Protectton of Human" ' . f
- Subjects? [35.6] | | ()Y (a/h .

If no. does 11censee have 11cense amendment .
_ _ author1z1ng human research?: [35 6] I (VJ/Q ) N
2. Licensee obta1ns 1nformed consent from human t
| sub3ects7 [35 6] ' , S (»J/} () N
3. Licensee obtains approva] of research o . .
7 activities from.an. Inst1tut1ona1 Review E o
(./Y()N

. - Board? [35 6]
Remarks:

‘ If Ticensee d1str1hutes rad1opharmaceut1ca1s to seveua1 fac111t1es the _
- inspector should consider the need to complete the rad1opharmacy f1e1dnotes

USDA DOE. NASA HUD, DOJ. DOD VA, EPA HHS, DOT Dept. of

Product Safety Commission, International Deve1opment
of Education,

o Agenc1es
"~ Commerce, Consumer

" Cooperation- Agency. Agency for Internat1ona1 Deve]opment Dept
Issue Date: O0L/XX/97 G-3. ‘-87100,‘Appendix'e



—
~— .
~

x>

D Rad1at10n Safety Comm]tteo (33.13. 14 15]‘ ,

1. Membership as specified [35.22(a)(1)]" ROARS N -
2. Meetings held quarterly [35.22(a)(2)] (VJ/Y ()N
3. Quorums established [35.22(a)(3)] '<5é'v ()N
4.  Has sufficient authority [35.23] )Y ()N
‘5. “Record .of Committee meetings [35.22(a)(4)] WY ()N
6. Approve/disapprove credentials of individuals = _
. prior to allowing them to work as an author1zed _
_ user or authorized nuctear pharmac1st . Q/f/k () N
‘ .- [35.22(0)(2)(11)]
_ I S Approve/dISapprove app?1cat1ons for use [L/C] ( )Y ()N
Remarks : -
COE Rad1at1on Safety Off1cer e T
: 1.' Appointed & on 11cehse [33 13 35 21(a) L/C] Q;f/Y ()N
© 2. Fulfills duties per [35.21(b)] - (V%/Y-( ) N
3 Has suff1c1ent author1ty per [35. 23] - (VY ()N
F.. Rad1at1on Safety Program e
,-1:' Minor changes pursuant to [35 31] () N/A,(VT/Y ( )N
2. Records of changes maintained [35.31(b)] ~ =~ ()Y ( )N
3. Content and implementation reviewed annually - v
" by the licensee [20.1101(c), 35.22(b)(6)] VY ()N
_ . 4. - Records of rev1ews maintained [20.2102] -~ (VI Y ()N
G.v 'Use by author1zed 1nd1v1duals [L/C] o . ,(VX’Yif.)'N
' If ho 11st name/pos1t1on of 1nd1v1dua1 ii. . S
_Hw}."Mdbile “uclear Medicine Service R - ) fQ/f/g/A»
: . 1. . Licensee operates services per [35 29 80] ¢ ) Y ()N
' .2,- Compliance with 20.1301 eva1uated and met v ()Y C)N
I 'Any<§§§5é§§EE§70r Not1f1cat1ons since 1ast 1nspect10n y//’ o
o [35 . | W)Y CIN

ercensee has notified NRC within 30 days after

RSO stops work or changes name, or ma111ng 025/
- -address changes [35 14(b)] N/A ( ) Y ( )N

~ Remarks: .
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| /\/“L‘ ﬂdmus%pda_s
S S S _ 'f'ra_/ﬂf—oé* (v f.‘7“”m6é
s, - TRAINING, RETRAINING, AND INSTRUCTIONS'TO WORKERS ¥8r£3/ﬂﬁﬁ;saﬁ7’

:/721 A Irstructions 10 workers/students per [10 CFR 19. 12] L//( )Y (V//N
' B..

- Individual’s understanding of current procedures and -
. requlations is adequate _ } DS (V{
- C. _Tra1n1ng program requ1red [L/C] L -'-'; ( ) Y ( )
1. If so. br1ef]y describe tra1n1ng program _ |
'AL(_&M /~ M/@/Rf/twc}
%{Q4zﬂvv;z>ﬁiiuva’ ' :

2. Training program 1mp1emented o (

- 3. Periodic training program requ1red : (P
4. ' Periodic training program implemented -.‘_(:;;¥
5 Records maintained (JY

(
P . . (
- . : . ) . ' (
Remarks: / W%[/ MWT prtice W’EHW P

R st e e o)
g Superv1 ion of individuals 12?*“““7" “jfiﬁeerugzeéec,,j;;cgzizzﬁf*

’Ig,,w_,g . ‘Supervised 1nd1v1duals are instructed
QLZnnu4JLar in preparation of material. principles and

procedures for radiation safety and QM Program .

| rw"‘”% . as appropriate [35.25(a)(1), 35.25(0)(D] A Y (I N
| S 20 Licensee perjodica11y'reviewS'Supervised | B | :
- individuals use of material and records. , ;4/'
“kept to ref]ect use [35.25(a)(3)] o WY ()N

-3.  Authorized nucl S|
~ perioditally review work and records
~-of work of supervised individuals as it. . _ -
- pertains to preparing byoroduct material - .
SR [35 25(b)(3)] S , - ) N/A > YO )N
‘Remarks: - ’ -

£ Therapy tra1n1ng _
| 1. _Safety instruction [35. 310 410 L/C]

Contro] of pat1ent and v1s1tors (
- Contamination and waste - (
Size/appearance of sources -~ () N/A(
- Handling/shielding of sources - - () N/A (:
RSO notification in emergency or death  (
~ Records maintained [35.310(b). 410(b)] - (

—“~DAan oo

App11es to 1nd1v1dua1s that rece1ve possess use transfer' or'prepare'
byproduct material for medical use under superv1s1on of authorlzed nuclear
‘pharmacist or.user. ’

Issue Date: Ol/XX/97 o . G-5. - '87100}-Append1x G



2. Manufacturer’s instructions availableand .,/ - .
‘ followed [35.59(a), 400) Lesk Tests et V)Y ()N
3. Training for operating and eme: yency procedures I

- for HDR Remote Afterloaders - SXQ’N/AV(,) Y ()N

.'Fq__. Revised Part 20 -

- Workers cognizant of requirements for:

-1.- Radiation Safety Program [20.1101] . ,(tgf; ()N
2. Annual dose Timits [20.1301, 1302]. (Vf/Y ()N
3. . New forms 4 and 5 . v Y NA(Y ()N o
4. 10% monitoring threshold [20.15021 . GAY (I N
5. . Dose limits to embryo/fetus and declared L o ‘
.~ pregnant worker [20.1208] L ()YNAWV)Y ()N .
6. . Grave Danger Posting {20.1902] () N/A (vf’Y ¢ )N »
7. Procedures for opening packages [20.1906]( N/A (V),Y ( ) N Jdaincrse
8.  Sewer disposal limits [20.2003] o CIONAW Y () Nple 2P0
NOTE : Deficiencies in Section 3.F, while not always a violation, should be dspes
' brought to the attention of licensee management at the exit meeting
R‘ } and 1n the cover letter transmitting the inspection report or NOV.
emarks: . , S o o

4. FACILITIES

A. © Facilities as described in license application (vf/; )N
B. Storage areas ' I ' . ' .
‘1.7 Materials secured from unauthorized removal or S
- access [20.18017 o S (VilY ()N
2. Licensee controls and maintains constant . o
surveillance of licensed material not in storage . / .
o [206.1802] - o : S (YJ/Y (YN
3." Licensee uses process or other engineering controls

- for airborne concentrations. internal exposures in = ffi
restricted areas. and volatiles/gases in storage ,- =
[20.1701, 1702, 35.90] = R RESK!

4. Maintenance program 1mp1ementéd for engineering
controls (negative pressure, ventiiation rates,. ' -
filter changes, etc.)_[35.205(e). L/C]. (MY (N
C.  Describe any Self-contained dry-source-storage . o
- irradiators [Part 36] and/or survey instrument - (vé/N/A

~calibrators (model, radionuclide. activity, use, etc)

" Maintenance of safety-related compohents

1.
: performed by authorized persons [L/C] o (YY ()N
2. Access to keys and/or material controlled S
- [20.1801. 1802, L/C] - ' o (Y Y (N
3. Access to high/very high radiation areas S D
' controlled [20.1601. 1602. L/C]  ~ = . CYY ()N
4, Adequate protection of shield integrity,

~fire protection [L/C] | - ()YYCON



'Renarks:'.

5 EQUIPMENT -

A.  Dose calibrator - Photon-emitting raddonuC]jdes.

‘1. Possessed and used [35. 50(a)] L (Vf/y ()N

2. 1Constancy [35 SO(b)(I/J ' : L
"a.' Performed daily pr1or to use (Vf/ () N

| b. Ded1cated check source used S ( Y ) N

3. Accuracy [35. 50(b)(2)] R |
yna; ~ Performed at installation and annua]]y _ Vf/ ()N
b At least 2 sea]ed sources used _ (VJ/Y ()N

4. 'Llnear1ty [35. 50(b)(3)] | o
a. . Performed at 1nsLe11at1on and quarter]y
- . thereafter : (»J/Y ()
b. = . Includes .range between 30 uCi and the
. o 0V5/§ ( )

=z

- h1ghest dosage adm1n1stered N
5. Geometric Dependence [35.30(b)(4)] o o
A Performed at installation or relocation  ( w/a ()N

b. ~ Includes range of volumes- and vo]ume T
conf1gurat1ons used -_(v§ Y ()

=

6. - Dosage read1ngs over 10 uC1 mathemat1ca11y
.~ corrected for geometry or 11near1ty errors . Lor i
"greater than +or - 10% - - o ( ) N/A (- ) Y (Vf N Lrsiramer)
' Eqﬂﬂvlrcd‘ '

7. Repa1red or replaced when constancy or - _
= accuracy errors exceeded +or - 10% | () N/A;(yﬁ'Y ()N

8. ‘Approyed'procedures followed [35122.f25} L/C]. '( Q/Y (_) N

' R ._9;v' Records maintained and include identity
, : _ - of the individual performing the test
o £35.50(e)(2)] . (V4'Y
- Remarks > uﬂ / 2 4 ] Z é x%n/ E éz |
lear 4w e Ykt legen Rtlioin otz ( - '

i

Instrumentat1on - Alpha- or beta-emitting rad1onuc11des
1. ~'L1st type of equipment used to assay a]pha and_beta bartic]es:

B.

Issue Date: 01/X(/97 6-7 . 87100, Appendix G



2. Licensee has procecures for use of L
1'1nstrumentat10n [(35.82(0)] o o OYY OO

3. Accuracy 11near1ty and geometr1c dependence
"~ tests are performed prior to initial use, o
jperwodwca11y and following repair, if . :
| app11cab1e [35.52(b)(1). L/CY - )Y CY N
4. Instruments are checked for constancy and

'proper operation at the begmmng of eaCh day- O Y. ( ) N

; of use [35 52(b)(2). L/C]
5. Appropriate action taken when ca11brat1on -
.. errors in excess of limits are ., T
“identified [L/C]) - S ()Y ()N
' ()Y )N

- ‘Records ma1nta1ned [L/C]

. - Remarks: /YD &ugq WWWW é/qé
<V4/} ()N |

'c}” -chensee uses generators
1. - Each eluate/extract used for rad1opharmaceut1cals ' -
B - tested for Mo-99 breakthrough - (Y )N
2. «ﬁwjfad1opharmaceut1ca1s administered with Mo-99 e
S concentrations over 0.15 uCi per mCi of Tc-99m () ¥ (U N
3. Records maintained [35.204(0)] WY O
- D. Syringes proper]y labeled and shielded [35. 60] --(vf/Y ( )IN
E. . Vials kept in a shield [35.61(a)] : ' '.(VX/Y:(n) N
F o CYYOIN

kiAV1a1 shields Tabeled [35.610)]

. Remarks:

6. MATERIALS |

A Licensee measures act1v1ty of each T
~ dosage of photon-emitting radionuclide pr1or - _-tj/
~to use [35. 53(a)] . : (WYl

B. L1censee admlnwsters a1pha or beta- em1tt1n '
2«%— ()Y(»ﬁ

radionuclides . NML (l(,wAI/u/ZZ«/

If yes,
1. Licensee receives unit doses and re11es .
on assay data supplied by manufacturer B T
or proper]y 11censed organ1zat1on [35 53(b)] HOREASE>S

~Linearity and geometr1c dependence tests are not - app11cab1e if 11qu1d
sc1nt111at1on is used. L1near1ty is not. app11cab1e if sod1um iodide is used.

87100,‘Append1x G G78_ SR ‘  o Issue Date: Ol/XX/97



2. Licensee measures by direct measurements or. p{j;
- - combination of measurement and calculation I
- each dosage of alpha or beta-emitting
. _rad1onuc11de prior to med1ca1 use
[35.53(b)] .

C. Unsea]ed mater1a1 used under 35.100.200,0 300 are g
' - [35.100(b), 35.200(b). 35.300(b): : '
(1) Obtained from manufacturer or proper]y licensed~
organization AND/OR ( )Y ()N
(2) ‘Prepared by authorized nuclear pharmac1st or - .
‘physician user or individual under the superv1s1on

of a authorized nuclear pharmacist or - : '
- phys7c1an user .. _ , W)Y ()N
D. - Isotope, chemical. form, quant1ty and ‘use as . . s
' author1zed [31.11, 35. 400 500, L/C] o v N WY ()N
Remarks: o ‘ o :

B Use of RAM [L/C]

@

‘ I. ~ Protective c]oth1ng worn C Y ()N
2. Personnel routinely monitor their hands Y ()N
3.,  No eating/drinking in use/storage areas Y ()N
4. No food. drink. or personal effects kept ‘ < :
.. in use/storage areas » (L/(Y ()N
5. Proper dosimetry worn (vX/Y ()N
6. Radwaste disposed in proper receptac]es (»%ZY (L;/N/'
;g%;ﬁﬁpett1ng by mouth e ()Y (WN
F Rad1o1sotopes are used in research in accordance -
© . with-current procedures. [L/C] . . (Y CON
G Leak tests and Inventorles ‘ - - o
1.7 Leak test-performed on sealed sources and . _ q)/ ‘
. brachytherapy sources [35.59(b)] (YWY ()N
2. Leak test records in microcuries - (V/'Y ()N
3. Inventory of sealed sources and brachytherapy : :
: sources performed quarterly [35.59(g)] (VJ{Y ()N
4. Inventory performed promptly at the storage area
: after removing sources from a patient to ensure.
all sources taken from the storage area are .
- - returned. [35.406(a)] (»4/Y ( ) N
5. Records ma1nta1ned and s1gned by RSO vf/
- [35.59, 406] . : _ ( Y ( ) N

Remarks -

Issue Date: 01/XX/97 - c - 69 R _ 87100"Appe”devG



7. RADIATION SURVEYS ) N/A

A i Survey instruments
1. . Appropriate operab]e survey 1nstrumentat1on _
' possessed [35.120, 220, 320, 420, L/C] or
. -available [35.520. L/C] _ N/A (VJ Y ()N
2. Calibrations [35.51(a). (b)] B
.a. - Before first use, annually & after repa1rs(V@ Y ()N
b.  Approved calibration procedure followed to ° : '
include check source read1ng determ1nat1on : L
g [35.51(a)(3). L/C] : : (WY CIN
C. Within 203 -in each scale or decade of _ o
. interest [L/C] | (VY ()N
3 Records maintained [35 51¢«d)] o Y CON
| (VA YN

4. - Source- checked each day of use [35 51(c)]

B.  "Radiation surveys performed

Daily in a]] areas where radtopharmaceut1ca1o - ff
are prepared or administered [35.70(a)] - -‘(by/t ()N

b

2. Weekly in all areas where rad1opharmaceut1ca1s S
or waste is stored [35.70(b)] . : ,,-_(VX(Y ()N
3. Weekly wipes in all areas where L , ‘
-~ radiopharmaceuticals are prepared for use, wd//'

administered or stored [35.70(e)] - : ( ()N

. 4. Ouarter]y in brachytherapy source storage area (7Y ()N

C. Tr1gger levels [35 70(d) (@) - T S -
'1.~ Established - K s (Cg;;'( )N

2. ' Exceeded - S LMY ()N
o3 Forrect1ve action taken and documented . -(\)/Y (YN

_Techniques can detect 0.1 mR/hr 2000dpm [35. 70] (tng_() N

Records maintained [35.70(h). L/C]- ‘ WY OIN

- Protection of members of the pub11c

Note: See IN 94-09 for updated gu1dance on conf11cts
" between Parts 20 and 35. - ,

Mmoo

1. - Licensee made adequate surveys-to demonstrate
either (1) that the TEDE to the individual likely
'to receive the highest dose does not exceed 100
mrem in a year, or (2) that if an individual were
continuously present in an unrestricted area. the
_ external dose would not exceed 2 mrem in any hourv4/
- and 50 mrem in a year [20.1301(a)(1), 1302(b)] Y ()N
2. Unrestricted area radiation levels.do not exceed
‘ 2 mrem in any one hour [20.1301(a)(2)] (V{//
3. - Records maintained [20.2103, 2107]

87100, Appendix G G100 Issue Date: O0L/XX/97



'G;J : Descr1be Ticensee’ s survey requwrements for rc-search areas( ) N/A'”
/2¢é&4QmK: > 2ﬁd94ch, 6412ﬂ43557
| ,,% Z »7./1,57

H. Research areas surveyed as requ1red [20.1501(a), L/C] (“g;X
~I. - Research area survey records maintained [20- 2103 L/CICYY ()

Remarks IQOJ[IOADQ/%(&/ W% ‘ 'V MW

9. RADIOPHARMACEUTICAL THERAPY. - O

A.,_ ~Safety precautwons 1mp1emented to 1nc1ude pat1ent :
- facilities, posting. stay times, patient safety guidance/ -
“release and contamination contro1s [35.315¢a), L/C] (V) Y ( ) N

- B. - Area dose rate surveys and room contam1nat1on surveys
[35.315(a)(4). (/)] - B (vf/y ()N
C." . Release of patients conta1n1ng rad1opharmaceut1ca1s IR
~meets <5 mR/hr @ Im or <30 mCi [35.75] YOO
D. RSO promptly notified if patient died or had a -
. medical emergency [35.315(b)] o (»er/A ()Y ()N
kicens e 3/ ;«,9«”1/ '
Remarks D['z,waxwv a4, o v dec z /)9( N
zﬁi4b/' y28 2(“‘” =80 e . q%&4ue1/ |
1. BRACHYTHERAPY S O A
A, Safety precuat1ons 1mp1emented to 1nc1ude patient - ‘_ .
facilities, room posting, stay times. and area -
. radiation level surveys [35.415, L/C) ' ( ( )
- B. . Patients surveyed immediately after implant [35. 4061 (V) Y ()

N
N
C. ~ Release of patients with permanent implants meets 5
<5 mR/hr @ lm [35 75] : _ () N/A (wd/Y ()N

Issue Date: 01/XX/97 _' G-11 o 87100, Appendix G



D _-Pa*wents.surVeyed immediately after'remuvwnp the

last temporary implant source- (required Tor a]]
manual, LDR. MDR. and HDR therap1es)

© - [35.404(a)]
E. Records mawnta1ned [35 404(b) 406(d) 415(a>(4)

Remarks:

 RADIOACTIVE WASTE . () N/A
A D1sposa1 ‘_. -
1. ‘Decay-in- storage ( ) N/A |

a. - Approved (20. 2001 35.92, L/C] : vf/Y ()N

b. -~ Procedures followed [35.92, L/C] - - (;ffY ()N

- C. Labels removed: or defaced . [20. 1904 35. 92]( Y. ( ) N

2 ‘Special procedures performed as requ1red [L/C]. (Vf/Y ()N

3 ~Liquid scintillation (LS) media and animal

“ carcasses per [20.2005] . () NA WA Y ()N

4. Improper/unauthorized disposals [20.2001] vng (¥ N

5 Records maintained. [20.2103(a), 2108, L/C] . Y ()N

o | S NA

B Effluents

) NiA »r’
1. v4

‘:17_ : Re]ease 1nto san1tary sewer [20 2003] ( ) N/A (vd/Y () N | ‘,"

a. l Miterial is read11y soluble or read11y
, | (u(\f( N

dispersible [20.2003(a)(1)]-

~b.. ~Monthly average release concentrations do - :
~ .. not exceed App B, Table 2 values - ()Y (\J/N
c.. Mo fore than 5 Ci of H-3. 1 Ci of C-14
. and 1 Ci of all other radionuclides o :
. - combined released in a year [20.2003(a)] () Y (v{ N
d. Procedures to- ensure representative samp11n '
. - and analysis implemented [20.1501, L/CJ: LY’Y ( ) N
2. Re]ease into sept1c tank [20. 2003] (\}/ﬁ/A ()Y« ) N

a. W1th1n unrestr1cted limits [App B, Tab]e 21C) Y C ) N

s

3. Waste 1nc1nerated o
‘a.  License author1zes [20.2004( a)(3)] (YY) N
b. Licensee directly monitors exhaust ()YY C)N
c. - Airborne releases evaluated and contro11ed ) Y ()N
' ' : ()

[20.1501, 17017
‘Remarks: '
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4, -p;Contro1 of air eff]uents ‘and ashes [20 L;Q} 1201, 1301,
1501, 2001, L7C} o o T
- {See also IP 87102. RG 8 37}

c. Description of effluent program R K :Zf'.
1. Monitoring system hardware adequate () Y () N !f

2. = “Equipment calibrated as appropriate ()Y ()N

3. Air samples/sampling technique R o

(i.e. charcoal. HEPA, etc.) ana]yzed

‘ w1th appropr1ate 1nstrumentat1on oYY (ON
_Remarks: ' '
C. ~ Waste Management | () N/A
1. Waste compacted WY OON
- 2. - Storage area(s) _‘ _ - - ) NAL
C AL :Protect1on from e]ements and fire [L/C] f( :th(*)-N )
- b. - Control of waste maintained {20.1801] - /), Y. ( ) N
- ¢. - Containers properly labeled and area - :-V// -
. preperly posted {20.1902, 1904] o 0IY CON
d. -;Package 1ntegr1ty maintained [L/C] ~ = (»X{Y ()N

~ 3. Packaging. Control and Track1ng [App F. III]
' [20 2006(d)]

e Note: The 11censee s waste is Tikely to be Class A.

a. Not,packaged for disposal in cardboard or R
, fiberboard boxes [61.56(a)] : )Y (VX/N
b.  Liquid wastes solidified, i.e.. less than
1% freestanding liquid. and void spaces ) g
minimized [61.56(a). (b)] WY OON

c.  Does not generate harmful vapors [61.56] () Y (W'N
d. Structurally stable (will maintain its

- physical dimensions and form under:

expected disposal conditions). [61.56(b)] (3sz

- ()N
e. Packages properly 1abe1ed [App F. III A2IG) Y ()N
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f. Licensee conducts a QC program to ensure -
o compliance with [61.55, 56] and includes - /
- management evaiuation of audits: = -
- [App. F.IIT.A.3] : (~4 Y ()N
g. . Shipments not acknowledged within 20 ays - '
. after transfer are investigated and '

o -reported -[App. F.II1.A.8] (N NA O Y ( )N
4 Transfers to Tand d1sposa] facilities = -~ ®) N/A |
ia, Transferred to person specifically. 11censed | .
- to receive waste {30.41., 20.2001(b)] (V) Y ( ) N

b.-  Each shipment. accompanied by a manifest

' .‘prepared as specified in Section I of . - -/ .
~ Appendix F [20.2006(b) and App. F.I1I1.A.4]1(/) Y ( ) N
C. Manifests certitied as specified in -
' ‘Section IT of Appendix F[20. 2006(C)J o (‘).Y_( ) N

e D.“‘ Records of surveys and- materfaI accountabflfty are R
" meintained [20.2103. 21081 (S Y N

 Remarks:

2. RECEIPT AND TRANSFER OF RADIOACTIVE MATERTAL

A.-' Descrfbe how packages are received and by whom '

0 [33.13. L/C] ek A Azuzé?f/kqagcf;jf[/ /(f%o () N/A
- *£%4%794k7ﬁxij/ﬂ40t1z5”>*4ﬂ4"642249</v141,%771 -*’4”"‘£L°J R
- B. ertten package opening procedures estab]fshed : K{/ o
- and followed [20.1906(e)] - (Y (CIN
C.  -All incoming packages with a DOT Iabel wiped. unless R
. exempted (gases and-special form) [20.1906(b)(1)] WY ()N
D.. Incoming packages surveyed [20.1906(b)(2). L/C] = (WY ()N |
E.- - Monitoring in (C) and (D) above performed w1th1n time [,
- specified [20.1906(c)] v v),Y ()N
" F. Transfer(s) between licensees performed per [30.417" (\J/Y ()N
G...  All sources surveyed before shipment and transfer ’
~ [20.1501(a). 49 CFR 173.475(i). L/C] o Y CON
H.  .Records of surveys and recefpt/transfer ma1nta1ned : ' o
~ [20.2103(a). 30.51] WYY O
1. Transfers within licensee’s authorized users ’ .
- ~or locations performed as required [L/C] () N/A ¢v§ Y ()N
-J." . Arrangcuwents made for ~ackages containing quantities of : :

- radioactive materlal in excess of Type A quantity. 9N6/
. - [20.1906(a)] - ' MY )N
- K., Package receipt/distribution activities evaluated for',v{/ ‘

L comp11ance w1th 20. 1301 [20. 1302] o Y CIN

Remarks; s
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() NA

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

A . Licensee shipments are:

(v5/de11vered to common carriers -

(vﬂ/transported in 11censee S own pr1vate veh1c1e :
both .
_ () no sh1pments since last 1nspect1on : | o
" B. L1censee returns rad1opharmacy doses (V/‘N/A ()Y ()N
YN

1 L1censee assumes shipping respon51b111ty ‘
2. If NO. describe arrangements made between

licensee and radiopharmacy for sh1pp1ng _
respons1b1]1t1es

c. 'Packages

Author1zed packages used [173 415 416] ( ) N/A ()

Y
'iPerformance test records on. f11e (

(YN
) i
N
N ..

/\/\
N e

a.  DOT-7A packages [173.415(a)] - = ﬂ' ()Y
b. Spec1a1 form sources [173 476(a)] ()Y

Two 1abels (White-1, Ye11nw II Yellow- III) with
--TI, Nuclide, Activity. and Hazard Class - - : »( -N_a
‘ )Y ()

[172.403, 173. 441] -
Properly marked (Sh1pp1ng Name UN Number, Package

-Type. RQ, "This End Up" (11qu1ds) Name and
- Address of consignee) [172.301,306.310.312.324] ( ) Y ( ) N
-C]osed and sea]ed dur1ng tranSport [173 475(f)] ( ) N

- D. Sh1pp1ng Papers j . o ( ) N/A
1. Prepared and used [172.200(2)] - (v‘.Y.(') N
2. Proper {Shipping Name. Hazard Class. UN Number -
' - Quantity. Package Type, Nuclide. RQ, Radioactive
‘Material, Physical and Chemical -Form, Activity, ’
- Category of label, TI. Shipper's Name, Certification
and Signature, Emergency Response Phone Number, '. '
“Limited Quant1ty (if -applicable), "Cargo Oy
()N

~ Aircraft Only" (if applicable)} [172.200- 204] )
3. Read11y acce551b1e dur ng transport [177 817(e)](~4,

~ Remarks:

PERSONNEL RADIATluv PROTECTION o - | | .
A L1censee performed exposure eva]uat1on [20. 1501] " (MK/Y ()N
B. . Licensee incorporated ALARA considerations in the N{/h N
Radiation Protection Program [35 20. 20.1101( b)] MY ()N
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| /Z./JC,
K ) N/A

LICT o/Y (YN

c}-ﬂ'“extefnaw Dosimetry

Licensee monitors workers [20.150c\4).
External exposures_accouny for contrwbutwons ~
~from.airborne activity [20.1203] ()Y N/A () Y ( ) N

1
2.

"-3."?,Supp]1e¢w%%W%’12VhZ“ﬂ / Frequency - _mor%tle v4/
4. S (VY
5

Supplier Ts NVLAP-approved [20.1501(c)]
Dosimeters exchanged at requwred frequency [L/C]( Y (

D. 'Internal Dos1metry _ ( ). N/A -
1. Licensee monitors workers [20.1502. L/C] (pé Y ( . N
2. - Briefly describe licensee’'s program for . = _
' monitoring and controlling internal exposures B Lo
0 [20.1701.°1702. L/C): E&Akaxuﬁaéfb/ o ,
3.  Aerosols and gases’ samp]ed [20.1204,035.205] v( Q/? ¢ >N
4.  Monitoring/controlling program implemented o ‘

(includes bioassays) [35.205(d). ?%8<a)6§§ L/CJ(L%’Y <
!ZZ 5, Resplratory protect1on equ1pment 17 o

Gt NS
Reports M'ézi W*/fww 2 BOm &,

‘ Rev1ewed by IQPD Rse | Frequency mmct M -
. Inspector rev1ewed personnel monitoring recordy / ot

1.

2. .

' for period s 1965 to . New= |99 6
- 3. Prior dose determined for individuals 1ikely to _ -

receive doses [20.2104] - , (MY ()N

4. Maximum exposures TEDE ~ Other. - a
5. Maximum CDEs . Organ(s) -

6. Maximum CEDE: .

7. - Licensee sums 1nternéT and external [20. 1202] \)/X )N
8. TEDEs and TODEs within 20.1201 limits . = - - Y ()N
9. NRC forms or equivalent [20. 2104(d) 2106(c)] -

a.  NRC- 4 (Vf/; | Comp]ete (v*/Y_(') N
- b. NRC-5 : N o Comp]ete ()Y ()N

10. WOrker declared her pregnancy in writing dur1ng
“inspection period (review records) . () N/A () Y (
If yes. licensee in comp11ance with [20 1208] () Y (
and records maintained : , = ()Y (

===

involved and doses received)

- F. p 'Who performed any PSEs at this fac111ty (number of peop]e » |
[20 1206, 2104(b) 2105 1 2204] ’ (\X/ﬁjA

G. Records of exposures .. surveys mon1tor1ng and
evaluations ma1nta1ned [20 2102, 2103 2106 35. 205(d)
o : 315(a)(8) L/CT - _ : V) Y ( ) N.
© Remarks: - S , .
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35, MISADMINISTRATIONS AND RECORDABLE EVENTS

~. If misadministrations or recordable events (défined in 35.2) have

- occurred since last inspection, evaluate the incident(s) and the .-
‘licensee’'s quality management program (QMP) using the esttwng
;gu1dance [Reference TI 28007025 and IP 87103]

1. Event date - - ‘Informat1onvSource
2. . Notifications N : o
UNRC Ops Center '_ (. ) Y ( ) N R egion ()Y ()N
Referring Physician ()Y () N Patient ()Y ()N
Inwriting - ()Y ( ) N : o
If not1f1cat1on d1d not occur, why not:
3. Wr1tten Reports [35. 33] , -
a.  -Submitted to Reg1on w1th1n 15 days o ) Y.( >N
b.  Copy to pat1ent w1th1n 15 days ‘ ()Y (XN
. B-f" Records maintained [35 33(b)] " - . : (‘) Y ( ).N
: Remarks;. ’ él J%ﬂétAQJZJ R A . | o
o 9]as - wncilobeay, 7%
e S mpdely o
16, NRC INDEPENDENT MEASLREMENTS o e
A Survev 1nstrument . Serial No.. f:..Last calibration
B. Inspectdr s”measurements were compared to licensee’s (4f/Y ( ).NA:
C. Describe the type. 1ocat1on “and resu1ts of measurements :
D Ltui/Lan /ﬁ/ ¢ - dk{Ldé‘ﬁgz'
| NOTIFICATION AND R boRTS
A. Licensee in comp]1ance with [19 13] (reports to
- individuals, public and occupational, - B \X/
~monitored to show compliance with Part 20) () None ( Y ( ) N
Bi - L1censee in comp11ance w1th [20 2201] v// :
' (theft or 1oss) ol ),None.(') Y ()N
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. Licensee in compliance with [20.2202] - - . v{f
- (incidents) ' None (v Y. () N o
Licensee in comp11ance with [20.2203] ..
Cv{ None (.

‘(overexposures and high radiation levels) Y- ( ) N o
iter phone number W)Y )N

Mmoo o

‘,_QE.’N'POSTING AND L ABEL ING

A NRC-3 “Notice to Workers" is posted [19.11] Q/{7Y‘( ) N
Parts 19,:20. 21, Section 206 of Energy Reorganization ‘ ‘

. B. .
~Act, procedures adopted pursuant to Part 21, and license _
documents are posted or a notice indicating where. :
' documents can be examined is posted [19.11, 21.6] - ( Y ( ) N
C. Other posting and labeling per [20.1902, 1904] S
- and the Ticensee is not exempted by [20 1903, 1905] o« i/V () N
Remarks: ‘

19. RECORDKEEPING FOR DECOMMTSSIONING

f AL Records of 1nformat1on 1mportant to the safe: and L
o effective decommissioning of the facility maintained -AQ)//

_ in.an-independent and identifiable 10cat1on unt11 : _

- . license termination [30.35(g)] ( ()N

B. Records include all 1n‘ormat1on out71ned in [30 35(9)]( YCON
Remanks: | | |

BR.1 3 BULLETINS AND INFORMATION NOTICES |

.A.-L‘ Bu11et1ns Informat1on Notices, NMSS News]etters S :f
etc. rece1ved by the licensee - VY (N
B. ‘Licensee took .appropriate action in response to o Y.( ¥

Bu11et1ns Gener1c Letters etc.

Remarks:

al. - SPECIAL LICENSE CONDITIONS OR ISSUES L

' A Spec1a1 license conditions or issues to be rev1ewed 7 94; S oo of |
35 378 e E%¢¢£?n74177;/ Tﬁgcybaeéh%«-/o¢ V/ZQL«%/L€7 /c4u4zeu(/ /;
e iy dedeed /- M (eodese L137) -
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B, Evaluation:
22.  DEBRIEF WITH LICENSING STAFF | A o
- Inspection findings discussed with licensing gtaffv‘( )tN/A'( )Y OON

Items discussed:

CONTINUATION OF REPORT ITEMS

24. VIOLATIONS NCVs .. AND OTHER ISSUES

Note: Br1ef1y state (1) the requ1rement and (2) how and when the 11censee
violated the requirement. For non- c1ted v101at1ons indicate why
the v1o1at1on was not cited.

3(315/ /’W A %‘ &W‘f/ P M‘Z@"W ﬁ.&y‘wa&/od-}éé 7%%%14/@

Frorpu

9. /Q’ r-""“é""’"“— —‘""7“ Lo %&w«& ,ZLW 751.24.
'25 PERFORMANCE EVALUATION FACTORS “‘7“’ 45ak
Licensee %(. ) Q-V’/‘i& ﬁ”ﬂﬁ/‘/ : : Inspector , 7/'/ M‘éf/‘—-

(name & i o B '
.1ocat1on) :V R RN Inspect1on Date 52 //%”/91 €?77
A. Lack of senior management 1nvo]vement with the rad1at1on > '. o
- safety program and/or Rad1at1on Safety Offlcer (RSO) o - -
-~ - oversight - _ -0 Y4(¢/N :
B. . RSO too busy w1th other ass1gnments Lo ()Y (y)/N ‘
C. Insufficient staffing ' ‘ ()Y (td/N
- D. Radiation Safety Comm1ttee fa11s to meet or, funct1ons o L
- inadequately _ ()Y (t;;N
~E.- Inadequate -consulting’ serv1ces or 1nadequate aud1ts S () Y (PN
F. F1nanc1a1 Instability , , : )Y (LJ/N '

Remarks (cons1der above assessment and/or other pert1nent PEFs)

‘Regtona1 fo1Tow-Up'on'above PEFs citations: -

N0
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o ATTACHMENT A
LABORATORY INSPECTION FIFID- NOTES '

1;'~ Date PR ) Authorwzed User(s) -

2. Locatton(s) Bu*Tdfng T ROOM(S)

3. Person(s).Contacted . , :

'4.1 - Describe scope of Tab use'(Nuc11des.cform, frequency, purposef etc):'

5, Traﬁn1ngr e
: A. Frequency: (?Mau/bq ﬂm‘ Conducted by: :
: B. . Ind1v1dua1s 1ntervﬁewed understand safety pract1ces WfY ()N
“Remarks: . S
Ekcsaqbus

QAWJ mwoue/wc %W&-az) m#szo/w mea*&aﬂd

6. Surveys : ' '
A. Types of surveys performed (da11y week]y month]y etc )

%p,udbwwdafe«euuktumxg mw&uJ%i'%ﬁtvvwéAua71@u@,

. B. Instrumentat1on properly ca11brated and used ' 0/4,Y ( )N
C. . Efficiency of counting system determined MY ()N
D. - Hood airflow adequate and checked as required ( ) N/A (bd'Y ()N
- E. . Records maintained: trigger levels established,
- area diagram, instrument used, individual perform1ng S
- ‘survey, results in proper units, decontamwnatton g
. performed as necessary etc. ) . : ; (&4/Y ()N
F. Inspector surveyed - : T (MY ()N
' Resu1ts sat1sfactory g ( ) N/A (VY ()N
Remarks: ' -
gbfﬂ?ﬂ/’v(f% )wuwé{, '/z«%u luely wfu%okel.,ﬁép/u(md awwmé bPm M«%L%@VMJUL« -
o cnuﬁﬁw%uwé\ . o
7. Rece1pt.and Transfer . ) _ :
A. Incoming packages properly surveyed ' ' )Y ( ) N
B.  Interlaboratory transfers performed as spec1f1ed
~in the license () NA (VY ( ) N -
- C. "Records maintained (vf Y ( ) N-
. Remarks: ' ' :

Q rtauwﬁ uwaﬁﬂméﬁkﬂ&0 Auidu%%wQ(cuﬂ@’d”@V/ﬁzlbg)é$¢ﬁ,

8. Personne1 Dosimetry o )
- A.. " Appropriate dosimetry a551gned and worn ) N/A (V5 Y ()N
. B. | Resu]ts ava11ab1e to lab personne] R wﬁ/' Y ()N
€. Bioassays performed - o b/le/A ()Y (N
~~Remarks: . o ‘ . L . R . '
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9. Hand].ng Waste

- A. Procedures fo1lowed
- Proper- storage (area. contawners 1abe11ng etc )
Liquid/solid waste disposal - '
~Incineration - _ v P ol N/A

B
C
- D.
E. Compaction ¢ ) N/A (v
F.
G
s

NN N N S

f\’\/\/\/‘\/"\’\_

_wisss a

- Sewer discharge () N/A
Records maintained -

<< < < << =<
T Zzzmzz==

‘ qu: Inventory conducted

| ()N/A‘/) )
Records Maintained _

v{

Remarks : | o |
Crasessdyry atecrsle cbscrvad b mﬁf;/w whine Mww W Mﬂ

L et apacts iy [tk

11. '-Storage and use of RAM’ ' ‘ -
, Adequate method to prevent unauthor1zed access ; (
Condition of areas acceptable G

- Personnel wear disposable gloves -and protect1ve

- clothing while handling material (
Hands monitored after procedures.or. before 1eav1ng (e

~ No eating. drinking, or smoking -in use/storage areas (&

‘No food. drink. or persona] 1tems stored in

- use/storage areas S
Use of sh1e1d1ng/d1stance while us1ng/stor1ng mater1a1(

~ RAM 1is under surveillance and control when not in
‘storage in an unrestr1cted area -~ o

§—< .

/\A.
o

z=

TO Mmoo ook
ii\'
NS~
— e e

- _vv
Z == === .

S\ S &

Lo~
C N

" Remarks:

12.. Post1ng and Labeling - R E D
~A. NRC-3 "Notice to Workers" ' | ( Q/V/( ) N

- B. . Parts 19, 20, 21. Section 206 of Energy Reorgan1zat1on : :
-~ Act, procedures for Part 21. and license documents or ;)//(
: a notice indicating where documents can be examined = ( ()N
C. Other post1ng and 1abe11ng requ1rements met WY ()

llRemarks:

13.  Violations Cuserved.

N0
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