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July 26, 1996

Department of the Army
- U.S. Army Garrison, Fitzsimons
ATTN: Captain Annette Boatwright

HSHG-RP
Aurora, Colorado 80045 5000

SUBJECT: LICENSE AMENDMENT

Please find enclosed License No. 05-00046-13. You should review this license
carefully and be sure'that you understand all conditions. If you have any
questions, you may contact the reviewer who signed your license at

-

i

817-860-8100.

NRC. expects licensees to conduct their programs with meticulous attention to
' detail and a high standard of compliance. Because of the serious consequences
- to employees and the public which can result from failure to comply with NRC
requirements, you must conduct your program involving radioactive materials in
accordance with the conditions of your NRC license, representations made in
your license application,'and NRC regulations. In particular, note that you
must:

1. Operate in accordance with NRC regulations 10 CFR Part 19. " Notices. |

Instructions and Reports to Workers: Inspection and Investigations."
10 CFR Part 20. " Standards for Protection Against Radiation," and other
applicable regulations.

2. Possess radioactive material only in the quantity and form indicated in
your license.

3. Use radioactive material only for the purpose (s) indicated in your
license.

4. Notify NRC in writing of any change in mailing address (no fee required
if the location of radioactive material remains the same),

5. Request and obtain written NRC consent before transferring your license .

|or any right thereunder, either voluntarily or involuntarily, directly
or indirectly, through transfer of control of your license to any person
or entity. A transfer of control of your license includes not only a
total change of ownership, but also a change in the controlling interest
in your company whether it .is a corporation,. partnership, or other
entity, In addition, a>propriate license amendments must be requested
and obtained for any otler planned changes in your facility or program
that are contrary to your license or contrary to representations made in

.your license application, as well as supplemental correspondence
thereto.. which are incorporated into your license. A license fee may be
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U.S. Army Garrison. Fitzsimons

charged for the amendments if you are not in a fee-exempt category.

6. Maintain in a single document decommissioning records that have been
certified for completeness and accuracy listing all the following items
applicable to the license:

Onsite areas designated or formerly designated as restricted areas.

as defined in 10 CFR 20.3(a)(14) or 20.1003. !

Onsite areas. other than restricted areas. where radioactive |
.

materials in quantities greater than amounts listed in Appendix C |
to 10 CFR 20.1001-20.2401 have been used possessed, or stored.

Onsite areas. Other than restricted areas, where spills or other |
.

unusual occurrences involving the spread of contamination in and
around the facility, equipment. or site have occurred that
required reporting pursuant to 10 CFR 30.50(b)(1) or (b)(4).
including areas where subsequent cleanup procedures have removed
the contamination. j

|

Specific locations and radionuclide contents of previous and*
current burial areas within the site, excluding radioactive
material with half-lives of 10 days or less. depleted uranium used |

'

only for shielding or as penetrators in unused munitions, or
sealed sources authorized for use at temporary job sites. j

Location and description of all contaminated equipment involved in |.

licensed operations that is to remain onsite after license |

termination. '

7. Submit a complete renewal application with proper fee, or termination I
!request at least 30 days before the expiration date on your license.

You will receive a reminder notice approximately 90 days before the
expiration date. Possession of radioactive material after your license
expires is a violation of NRC regulations.

8. Request termination of your license if you plan to permanently
discontinue activities involving radioactive material.

You will be periodically inspected by NRC. Failure to conduct your program in |
!accordance with NRC regulations, license conditions, and representations made

in your license application and supplemental correspondence with NRC will
result in enforcement action against you. This could include issuance of a
notice of violation: imposition of a civil penalty: or an order suspending,
modifying, or revoking your license as specified in the " General Statement of .

Policy and Procedure for NRC Enforcement Actions" (Enforcement Policy). 60 FR |

34381. June 30. 1995. |
|
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.

Thank you for.your' cooperation.

Sincerely.

$..

Christi Hernandez, Radiation Specialist
Nuclear Materials Licensing Branch

Docket: 030:01233
! License: 05-00046-13-
Control: 466151

Enclosures: As stated

!
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in accordance with.i , guidance provided in NRC Insp. . ion Proceoure 2800. tne neeo
,

for a change in incpection frequency has been evaluated based upon the NRC
inspection report or other information for the licensee listed below.

.

Based on this review, the inspection frequency is (check):

Extended N; Reduced __: Deferred ; No Change Necessary .

lThe next inspection date is U ; Inspection Priority:

/

License No: of-@0 M'-/3 Docket No: OX- 9/273 Inspection Report No: h-6 /

Licensee: Dm/er/A24(f.f}H /}@*V AfD (1/2. (Name)
W /'
/kroef COLOMP&? (C1ty, state)

Last inspection Date: dd_k-28/9[ By: [ ,/[d?,# M'/ |

This Inspection Date: '7//7 94 By: N//'7
i !

Check the appropriate boxes related to this inspection:

Reciprocity O Assist O Radiography O Field Site O Reactive O
Priority:

Well L6 ger O Other Priority 1, 2, or 3 D Uninspectable O9
Reason:

Accompanied by State O EPA O Consultant O Other:

Basis for Chance in insoecti_on Frecuency:

% sat A L; fd 2EL
ARK ~XL K 222auaL L;

eJ1-Mcw>akdah.Me adidra'laad eCbL ..

Signed: Wb D :

// fnspepr / /

Approved By- / Date: 7/W///,
' '' 'iej,Nucl~eirKaterfals

Inspection Branch

___ _______________________________________________________________________________

Inspection Codes: "P" = Uninspectable; "R" = Reduced; "Q" - Both Uninspectable and
Reduced; "D" = Deferred Insoection; "E" = Extended Inspection; "H" = No Change

Next inspection Date and Inspection Code Entered in LTS
Distribution:
Docket File
LLHowell
RABrown - LLHowell

.

.
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I I
BOTE: AlI areas indicated in field notes

are not required to be addressed during>

each inspection

NNE: Any reference to peti s t is intended
to include htman research abject

MEDICAL BROAD-SCOPE INSJP CTION FIELD NOTES
Region X |

Inspection Report No. @-Of License No. O.f-000 W -L$

Li am A r Docket No. O 30-012 3]

faksim M AddA GA/u
krGf.' MSM -AP !
AurosA co ami/3 Coot

Licensee Contact C ,/ M b d g Telephone No. 30 3 2C/ 9237
r' I 3G/ L2Af

Last Amendment No. M~7 Date of Amendment s,/x;/94

Priority: /
Program Code S///)

Date of Last Inspection 7/24-2Nk[ !
Date of This Inspection r 1,-// 94'

/ /

h) UnannouncedType of Inspection: ( ) Announced
( Special(/.) Routine

( ) Initial ( ) Reinspection

Summary of Findings and Action: )

(k No violations, Clear 591 issued
( ) Violation (s), 591 issued

1( ) Violation (s), Regional letter issued
( ) Followup on Previous violations

Were non-cited violations identified during this inspection? ()Y(7N ,

l

Was proprietary information reviewed by or received by the |*

inspector? ()Y gN
,

Date ~7 Z 94Inspector 7

fff ature) / /

Approve .
Date 7/42///f/p

' ''/' (Signature)

Issue Dete: 01/05/95 G-1 87100, Appendix G-
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1. INSPECT 10N HISi..,Y ( ) N/n - Initial inspection j

A. Violations were identified during the last two l*

inspections or two years, whichever is longer ()('Y ( ) N i

Ren .,x ' 6 ) or 591(s) dated '7 /2//#l
'

B. e

C. Open violations from previous inspectio'ns:/
Status

Reauirement Violation Corrective Action Taken (Y/N) Open/ Closed |

10 CAM 0J302 N2$1m. h / D \
wq w~e
J,, ,A h J r,--

;
.

|
l

D. Explain any previous violations not corrected or repeated [N/A
1
|

,

2. ORGANIZATION AND SCOPE OF PROGRAM

A. Organizational Structure ( 8 |-

&

Q b /&*dd
+cak + 4~ A 8 % 41'

'C OA/+ Individuals contacted during inspection
* Individuals present at exit meeting P g

1. Meets license requirements (L/C] MY()N
2. Multiple authorized locations of use ()YyN

If yes, may use ATTACHMENT A as a guide for
location (s) or lab (s) inspected and note lab
numbers where violations are found. ( ) N/A ,

I3. Briefly describe scope of activities, including
types and quantities of use involving byproduct I

material, , frequency of use, sta,ff , size, etc. ,
l

nf/%) ad k 6'b"dW'$. *** M ""Po''*-
'm A M,

c;/'
-

Jik|| W \

t a <w w3,~ + !

87100 G-2 <- Issue Date: 01/05/95'

Mf $~/Y, Y e7&j~n m
1
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/ B. Licensee ses limited distribution of t

pharmaceuticals * under Part 35 license ()Y N

1. Indicate type of operation:

a. Registered or licensed with
FDA as a drug manufacturer

-@ b. Registered or licensed with
State Agency as a drug manufacturer

c. Licensed as a pharmacy by State |

Board of Pharmacy
d. Operating as a nuclear pharmacy within a |

Federal medical institution |

2. Licensee distributes )
* sealed sources ()Y()N J

alpha and beta emitters ()Y()N*

generators ()Y()N*
;

photon emitters ()Y()N l*
,

Remarks: /
'

~

7 f./ -

|

C. Research involving human subjects ( ) N/A

1. Research is conducted, funded, supported, or
regulated by another Federal Agency which has
implemented Federal Policy for Protection of Human ,

Subjects'? [35.6] pd Y ( ) N '

If no, does licensee have license amendment
authorizing human research? [35.6] ()Y()N

2. Licensee obtains informed consent from human
subjects? [35.6] (gY()N

3. Licensee obtains approval of research
activities from an Institutional Review

Remarks: 2
Okt Yh
6 $ 4 '**/V $7**j~ Q;//-] - n/er

U

'If licensee distributes radiopharmaceuticals to several facilities, the
inspector should consider the need to complete the radiopharmacy fieldnotes.

' Agencies: USDA, DOE, NASA, HUD, D0J, 00D, VA, EPA, HHS, DOT, Dept. of
Commerce, Consumer Product Safety Commission, International Developmer
Cooperation Agency, Agency for International Development, Dept. of Educati-
National Science Foundation

Issue Date: 01/05/95 G-3 87100, Appe.
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D. Radiation ,afety Committee [33.13, 14, 15) ( ) N/A

1. Membership as specified [35.22(a)(1)] Y()N~

2. Meetings held quarterly [35.22(a)(2)] Y()N
3. Quorums established [35.22(a)(3)] Y()N
4. Has sufficient authority [35.23] )Y()N
5. Record of Committee meetings [35.22(a)(4)] . ).Y ( ) N
6. Approve / disapprove credentials of individuals

prior to allowing them to work as an authorized
user or authorized nuclear pharmacist Y()N
[35.22(b)(2)(ii)]

7. Approve / disapprove ap lication for use [L/C )Y()N~

Remarks: g
y$Y s&u a#4 akeudae

E. Radiation Safety Officer

1. Appointed & on license [33.13, 35.21(a), L/C] ( Y()N
2. Fulfills duties per [35.21(b)] Y()N
3. Has suffici nt au or .2 _-

. Y()N

F. Radiation Safety Pr gram

1. Minor changes pursuant to [35.31] ()N/A(dY()N
2. Records of changes maintained [35.31(b)] (A7 Y ( ) N
3. Content and implementation reviewed annually

by the licensee [20.1101(c), 35.22(b)(6)] Y()N
4. Records of reviews maintained [20.2102] Y()N

G. Use by authorized individuals [L/C] [Y()N
| Ifno,listname/poitjonofindividual

y ff[ " $$w2

H. Mobile Nuclear Medicine Service N/A

1. Licensee operates services per [35.29, 80] ()Y()N
2. Compliance with 20.1301 evaluated and met ()Y()N

1. Any Amendments or Notif ss ast inspgetion
'(35.13,14] -

Licensee has notified NRC within 30 days after
RSO stops work or changes name, or mailing |
address changes [35.14(b)] N/A ( ) Y ( ) N '

Remarks:

I

1-

87100, Appendix G G-4 issue Date: 01/05/95

_



..
_

3. TRAINING, RETRAnalNG. AND INSTRUCTIONS TO WORKERd

A. Instructions to workers / students per [10 CFR 19.12] ( Y()N*

B. Individual's ut.derstanding of current procedures and
regulations is adequate (N)Y()N

C. Training program required [L/C] (fY()N
1. If fl de,scrib raining rog m:

wm s so-m.-

:
'

2. Training program implemented Y()N
3. Periodic training program required Y()N
4. Periodic training program implemented Y()N
5. Reco maintained )Y()N

Remarks: Q M-~
'

b I b MM*H

D. si nd

1. Supervised individuals' are instructed ;
'

in preparation of material, principles and
procedures for radiation safety and QM Program
as appropriate [35.25(a)(1), 35.25(b)(1)] ( Y()N

2. Licensee periodically reviews supervised
individuals use of material and records
kept to reflect use [35.25(a)(3)] )Y()N

3. Authorized nuc1= ~ W - d t1 r user
periodically review work and records
of work of supervised individuals as it
pertains to preparing byproduct material
[35.25(b)(3)] ( ) N/A M Y ( ) N |

Remarks:

E. Therapy training

1. Safety instruction [35.310, 410, L/C]
,

/) a. Control of patient and visitors Y()N
4W b. Contamination and waste Y()N

c. Size / appearance of sources V)N/A Y()N
d. Handling / shielding of sources (g) N/A Y()N
e. RSO notification in emergency or death Y()N
f. Records maintained [35.310(b), 410(b)] Y()N

2. Manufacturer's instructions available and
followed [35.59(a), 400] ()Y()N

' Applies to individuals that receive, possess, use, transfer, or prepare
byproduct material for medical use under supervision of authorized nuclear
pharmacist or user.

-
.

- Issue Date: 01/05/95 G-5 87100, Appendix G
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3. Tra.oing for operating'and emergency proceduyes
for HDR Remote Afterloaders (t[N/A()Y()N ;

"
j

F. Revised Part 20
-

'

Workers cognizant of requirements for:

' [ 1. Radiation Safety Program [20.1101] ( Y()N
2. Annual. dose limits [20.1301,1302] (aY()N
3, New forms 4 and 5 ( ) N/A g Y()N

y 4 10% monitoring threshold [20.1502] (KY()N
5. Dose limits to embryo / fetus and declared

h pregnant worker [20.1208]
(})N/A(

Y()N j

h 6. Grave Danger Posting [20.1902] ( N/A ( ) Y ( ) N

Procedures for opening packages (20.1906)[( )N/A (29 Y ( ) N
7.

Sewer disposal limits [20.2003] ({N/A()Y()N8.'

,.

NOTE: Deficiencies in Section 3.F, while not always a violation, should be
brought to the attention of licensee management at the exit meeting
and in the cover letter transmitting the inspection report or NOV. )

Remarks: )

:

)
4. FACILITIES 1

l

A. Facilities as described in license application ([Y()N |
B. Storage areas

1. Materials secured from unauthorized removal or
access [20.1801] ()[ Y ( ) N

2. Licensee controls and maintains constant
surveillance of licensed material not in storage
[20.1802] (AfY()N

3. Licensee uses process or other engineering controls
for airborne concentrations, internal exposures in

restrictedareas,andvolatiles/gasesinstoragekY()N[20.1701,1702,35.90] (
4. Maintenance program implemented for engineering

controls (negative pressure, ventilation rates,
filter changes, etc.) [35.205(e), L/C] ([Y()N

C. Describe any Self-contained dry-source-storage
irradiators [Part 36] and/or survey instrument
calibrators (model, radionuclide, activity, use, etc) ( N/A

1. Maintenance of safety-related components
performed by authorized persons [L/C] ()Y()N

2. Access to keys and/or material controlled
[20.1801,1802,L/C] ()Y()N

3. Access to high/very high radiation areas
controlled [20.1601,.1602, L/C] ()Y()N

4. Adequate protection of shield integrity,
fire protection [L/C]. ()Y()N

Remarks:

87100, Appendix G G-6 Issue Date: 01/05/95
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5. EQUIPMENT

A. Dose calibrator - Photon-emitting radionuclides |

*/ 1. Possessed and used [35.50(a)] ([Y()N/4vtfN 1 2. Constancy [35.50(b)(1)]

([[Y()N(/b a. Performed daily prior to use ( Y()N
b. Dedicated check source usedg

3. Accuracy [35.50(b)(2)].

a. Performed at installation and annually (jY()N/
b. At least 2 sealed sources used ()() Y ( ) N

4. Linearity [35.50(b)(3)]

a. Performed at installation and quarterly.

thereafter ()6 Y ( ) N
b. Includes range between 30 uti and the

highest dosage administered ([Y()N,

5. Geometric Dependence [35.50(b)(4)]g
~

(I) Y ( ) Na. Performed at installation or relocation
b. Includes range of volumes and volumeh configurations used ( Y()N'

h 6. Dosage readings over 10 uti mathematically
P corrected for geometry or linearity errors j

greater than + or - 10% ()1 N/A ( ) Y ( ) N
6 1* 7. Repaired or replaced when constar.cy or
g. accuracy errors exceeded + or - 10% ( N/A ( ) Y ( ) N

8. Approved procedures followed [35.22, 25, L/C] (%Y()N
Records maintained and include identity.

of the individual performing the test.
[35.50(e)(2)] %Y()N ,

Remarks:

B. Instrumentation - Alpha- or beta-emitting radionuclides MN/A
1. List type of equipment used to assay alpha and beta particles:

s

f M ( 64 29') d n w # 9g-
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2. Licensee has procedures for use of
instrumentation [35.52(b)] ()Y()N

,

3. Accuracy, linearity and geometric dependence
tests are performed prior to initial use,
periodically, and following repair, if
applicable' [35.52(b)(1),L/C] ()Y()N

j 4. Instruments are checked for constancy and
a proper operation at the beginning of each day

I of use [35.52(b)(2), L/C] ()Y()N

/ 5. Appropriate action taken when calibration
errors in excess of limits are
identified [L/C] ()Y()N

6. Records maintained [L/C] ()Y()N

Remarks:

.

C. Licensee uses generators ()Y(hN
1. Each eluate / extract used for radiopharmaceuticals

tested for Mo-99 breakthrough ()Y()N-

|MM
/ concentrations over 0.15 uCi per mci of Tc-99m ()Y()N

2. No radiopharmaceuticals administered with Mo-99
/
$ L 3. Records maintained [35.204(c)] ()Y()N

D. Syringes properly labeled and shielded [35.60]
())f{Y()N a7

E. Vials kept in a shield [35.61(a)] ( Y()N
F. Vial shields labeled [35.61(b)] (k$ Y ( ) N.

'

' Remarks:

6. MATERIALS

A. Licensee measures activity of each
dosage of photon-emitting radionuclide prior
to use [35.53(a)] %Y()N

B. Licensee administers alpha- or beta-emitting
gg (MY()Ndio uclides

1. Licensee receives unit doses and relies
on assay data supplied by manufacturer
or properly licensed organization [35.53(b)] Y()N

Linearity and geometric dependence tests are not applicable if liquid'

scintillation is used. Linearity is not applicable if sodium iodide is used.
'
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2. Licensee measures by direct measurements or
combination of measurement and calculation'

each dosage of alpha or beta-emitting
radionuclide prior to medical use
[35.53(b)] ()Y N

'

C. Unsealed material used under 35.100,200,or 300 are
[35.100(b),35.200(b),35.300(b):

- (1) Obtained from manufacturer or properly licensed /
organization AND/0R (yV()N

(2) Prepared by authorized nuclear pharmacist or
physician user or individual under the supervision
of a authorized nuclear pharmacist or
physician user (MY()N

D. Isotope, chemical form, quantity and use as j
authorized [31.11, 35.400,500, L/C] g)Y()N

,

!

) Remarks:

a;rt E. Use of RAM [L/C]

) 1. Protective clothing worn ( Y()N
2. Personnel routinely monitor their hands ( Y()N |

3. No eating / drinking in use/ storage areas Y()N
-f: 4. No food, drink, or personal effects kept

in use/ storage areas Y()N
| 5. Proper dosimetry worn ( Y()N"

f 6. Radwaste disposed in proper receptacles Y()Ng ff 7. No pipetting by mouth )Y()N

F. Radioisotopes are used in research in accordance ,/
with current procedures [L/C] pQY()N

G. Leak tests and Inventories

1. Leak test performed on sealed sources and
brachytherapy sources [35.59(b)] ( Y()N

2. Leak test records in microcuries ( Y()N
3. Inventory of sealed sources and brrhyth:rapy

spwees performed quarterly [35.59(g)] (N fY()N
4. Inventory performed promptly at the r,torage area

after removing sources from a patient to ensure
all sources taken from the storage area are

,

returned [35.406(a)] ()Y()N
5. Records maintained and signed by RSO o

[35.59,406) (6) Y ( ) N
Remarks:

.
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7. RADIATION SURVE u ( ) N/A
' A. Survey instruments

1. Appropriate operable survey instrumentation
fj, S'/8 possessed [35.120, 220, 320, 420, L/C] or

available [35.520, L/C] ()N/A(kY()N
2. Calibrations [35.51(a), (b)]

Before first use, annually & after repairs (/Y ( ) N/,. a.
M b. Approved calibration procedure followed to

M.e- include check source reading determination
[35.51(a)(3),L/C] (y)Y()N

#p, c. Within 20% in each scale or decade of
interest [L/C] ([Y()N

3. Records maintained (35.51(d)] [)Y()N
4. Source-checked each day of use [35.51(c)] f)Y()N

B. Rad'ation surveys performed

1. Daily in all areas where radiopharmaceuticals
are prepared or administered (35.70(a)] (jg Y ( ) N

2. Weekly in all areas where radiopharmaceuticals
or waste is stored [35.70(b)] (gY()N

3. Weekly wipes in all areas where !

radiopharmaceuticals are prepared for use, s/ (
administered or stored [35.70(e)] K)Y()N

4. Quarterly in brachytherapy source storage area gY()N

C. Trigger levels [35.70(d), (g)]

1. Established ( Y()N
2. Exceeded ( Y()N
3. Corrective action taken and documented Y()N

,

D. Techniques can detect 0.1 mR/hr, 2000dpm [35.70] ( Y()N' '

E.. Records maintained [35.70(h), L/C] Y()N
F. Protection of members of the public

Note: See IN 94-09 for updated guidance on conflicts
between Parts 20 and 35.

,

1. Licensea 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 hour [Y ( ) Nand 50 mrem in a year [20.1301(a)(1), 1302(b)] (
2. Unrestricted area radiation levels do not exceed

2 mrem in any one hour (20.1301(a)(2)] Y()N
3. Records maintained [20.2103, 2107] Y()N

87100, Appendix G G-10 issue Date: 01/05/95
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G. Describe :censee's survey requirements for research areas ( ) N/A

f OfMO M f*

.f
H. Research areas surveyed as required [20.1501(a), L/C] ( Y()N
I. Research area survey records maintained [20.2103, L/C] Y()N

Remarks:

|

|

|
8. RADI0 PHARMACEUTICAL THERAPY ( ) N/A

.

A. Safety precautions implemented to include patient
facilities, posting, stay times, patient safety guidance, j
release and contamination controls [35.315(a), L/C] ([Y()N

B. Area dose rate surveys and room contamination surveys
[35.315(a)(4),(7)] ([Y()N

C. Release of patients containing radiopharmaceuticals
meets <5 mR/hr 0 1m pr <30 mci [35.75] ( Y()N,

D. RSO promptly notified if patient died or had a
medical emergency [35.315(b)] N/A ( ) Y ( ) N

$$ /)y c)Remarks:

d >wrdah (7%
"

f ,

UW 2/ft
'

9. BRACHYTHERAPY ( N/A

A. Safety precautions implemented to include patient
facilities, room posting, stay times, and area
radiation level surveys [35.415, L/C] ()Y()N

B. Patients surveyed immediately after implant (35.406] ()Y()N
C. Release of patients with permanent implants meets

<5 mR/hr 0 1m (35.75] ( ) N/A ( ) Y ( ) N

D. Patients surveyed immediately after removing the
last temporary implant source (required for all
manual, LDR, MDR, and HDR therapies)
[35.404(a)], ( ) N/A ( ) Y ( ) N

E. Records maintained [35.404(b), 406(d), 415(a)(4)] ()Y()N

k 4Remarks:

..

.

- Issue Date: 01/05/95 G-11 87100, Appendix G



,

- -

,

10. RADI0 ACTIVE WA5it ( ) N/A l

A. Disposal-

1. Decay-in-storage ( ) N/A

a. Approved [20.2001, 35.92, L/C] ( Y()N
b. Procedures followed [35.92, L/C) ( Y()N
c. Labels removed or defaced [20.1904, 35.92]( Y()N i

2. Special procedures performed as required [L/C] ()Y()
3. Liquid scintillation (LS) media and animal

()N/A(dY(QN
carcasses per [20.2005] )N

4. Improper / unauthorized disposals [20.2001] ( ,). Y ()
5. Records maintained [20.2103(a), 2108, L/C] (MY()N

B. Effluents ( ) N/A.

1. Release into sanitary sewer [20.2003) ( ) N/A ( ) Y ( ) N

/ si a. Material is readily soluble or readily~

dispersible (20.2003(a)(1)] ($Y()N |Qg b. Monthly average release concentrations do !
/ not exceed App B, Table 2 va'ues (xfY()N |

c. No more than 5 Ci of H-3, 1 Ci of C-14 )
- and 1 Ci of all other radionuclides%h combined released in a year (20.2003(a)] ([)Y()N

d. Procedures to ensure representative sampli g |
,

/ MI and analysis implemented (20.1501, L/C] Y()N
2. Release into septic tank [20.2003] d N/A ( ) Y ( ) N

*

a. Within unrestricted limits [ App B, Table 2]( ) Y ( ) N |

3. Waste incinerated p N/A
a. License authorizes [20.2004(a)(3)] ()Y()N j
b. Licensee directly monitors exhaust ()Y()N |

.

c. Airborne releases evaluated and controlled
(20.1501,1701] ()Y()N

Remarks: |

4. Control of air effluents and ashes [20.1201,1301
1501, 2001, L/C] (See also IP 87102, RG 8.37} (kY()N
a. Compliance with air emissions requirements in Part 20:

Licensee has demonstrated compliance with ai
emission requirements in 10 CFR Part 20 Y()N
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Basis for compliance determination (check one
or more; provide basis below)

,

(1) Measured concentrations of radionuclides in<

air effluents are below Appendix B, Table 2.

/ -

// concentrations (and external dose < 50

mrem /yr)
f

(2) Bounding calculations show that air effluents
i could not exceed Appendix B, Table 2

concentrations (and external
dose < 50 mrem /yr)

(3) Dose modeling shows that dose equivalent toj -

g .v)., the individual likely to receive the highest
>

dose does not exceed 10 mrem /yr-

gM S4< (4) Licensee does not possess sufficient
radioactive material to exceed Part 20' v

g/ gM requirements
j

' Sk I M Basis for Dete ation: ba#f hw
// f~

b. Description of effluent programg,
1. Monitoring system hardware adequate ()Y()N
2. Equipment calibrated as appropriate ()Y()N
3. Air samples / sampling technique

(i.e. charcoal, HEPA, etc.) analyzed
with appropriate instrumentation ()Y()N

Remarks:

C. Waste Management ( ) N/A

1. Waste compacted ()Y(dN
2. Storage area (s) ( ) N/A

a. Protection from elements and fire [L/C] (8Y()N
b. Control of waste maintained [20.1801] (/S Y ( ) N
c. Containers properly labeled and area

properly posted [20.1902, 1904] Y()N
d. Package integrity maintained [L/C) Y()N

3. Packaging, Control and Tracking [ App. F.III]
[20.2006(d)]

Note: The licensee's waste is likely to be Class A.

a. Not packaged for disposal in cardboard or'

fiberboard boxes (61.56(a)) ()Y()N
b. Liquid wastes solidified, i.e., less than

1% freestanding liquid, and void spaces
minimized [61.56(a),(b)] ()Y()N

.
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Does not generate harmful vapors (61.56] ()Y()Nc.

d. Structurally stable (will maintain its'

physical dimensions and form under :

expected disposal conditions) [61.56(b)] ()Y()N |
lPackages properly labeled [ App. F.III.A.2]( ) Y ( ) Ne.

f. Licen.see conducts a QC program to ensure
compliance with [61.55, 56] and includes j

!management evaluation of audits
[ App. F.III.A.3] ()Y()N i

g. Shipments not acknowledged within 20 days
after transfer are investigated and
reported (App. F.III.A.8] ( ) N/A ( ) Y ( ) N

4. Transfers to land disposal facilities ( ) N/A
$

a. Transferred to person specifically licensed
/ 4+t / to receive . ate [30.41, 20.2001(b)] ()[Y()N-

b. Each shipment accompanied by a manifest
prepared as specified in Section I of ,f

p /J [ Appendix F [20.2006(b).and App. F.III.A.4](() Y ( ) N
c. Manifests certified as specified in |

Section II of Appendix F [20.2006(c)] [Y()N |

D. Records of surveys and material accountability are
maintained (20.2103, 2108] QY()N

Remarks:

11. RECEIPT AND TRANSFER OF RADIOACTIVE MATERIAL

Describe how p[ackages are received and by whom/4 p , ( ) N/A
-

A.
[33.13,L/C] MT ggO

Y "

8. Written package opening procedures establishe
and followed [20.1906(e)] ([Y()N.

C. All incoming packages with a D0T label wiped, unless
exempted (gases and special form) [20.1906(b)(1)] J )Y()N

D. Incoming packages surveyed [20.1906(b)(2), L/C] [ Y()N
E. Monitoring in (C) and (D) above performed within time

specified [20.1906(c)]
(R))Y()Nv Y()NF. Transfer (s) between licensees performed per [30.41]

G. All sources surveyed before shipment and transfer
[20.1501(a), 49 CFR 173.475(i), L/C] %Y()N

H. Records of surveys and receipt / transfer maintained
[20.2103(a),30.51] kY()N

I. Transfers within licensee's authorized users
or locations performed as required [L/C] ()N/A(){Y()N

J. Arrangements made for packages containing quantities of
radioactive material in excess of Type A quantity-

[20.1906(a)] [)Y()N
K. Package receipt / distribution activities evaluated for

compliance with 20.1301 (20.1302] )Y()N
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Remarks: ;

*

12.- TRANSPORTATION (10 CFR 71.5(a) and 49 CFR 171-189)- ( ) N/A
i

A. Licensee shipments are: i

(kdeliveredtocommoncarriers
(.)' transported in licensee's own private vehicle
( ) both i
( ) no shipments since last inspection |

M B. Licensee returns radiopharmacy doses ( ) N/A (-)_Y (y N
I1. Licensee assumes shipping responsibility ()Y()N

2. If.NO, describe arrangements made between )licensee and radiopharmacy for shipping i

responsibilities: |

C. Packages

1. Authorized packages used [173.415, 416] ( ) N/A ( Y()N
2. Performance test records on file ( ) N/A

g ((F') Y ( ) N )
a. 00T-7A packages [173.415(a)]

)Y()N
,

b. Special form sources [173.416(a)]

JA 3. Two labels (White-I, Yellow-II, Yellow-III) with
g. TI, Nuclide, Activity, and Hazard Class

[172.403,173.441] (jff Y ( ) N l

4. Properly marked (Shipping Name, UN Number, Package
Type, RQ, "This End Up" (liquids), Name and-

,

Address of consignee) [172.301,306,310,312,324] f) Y ( ) N
.' 5. Closed and sealed during transport [173.475(f)] Q-) Y ( ) N

f /U D. Shipping Papers ( ) N/A
4

| 1. Prepared and used [172.200(a)] ([Y()N
2. Proper (Shipping Name, Hazard Class, UN Number,,

|- Quantity, Package Type, Nuclide, RQ, Radioactive
Material, Physical and Chemical Form, Activity,

j Category of label, TI, Shipper's Name, Certification
and Signature, Emergency Response Phone Number,-

" Limited Quantity" (if applicable), " Cargo.

! Aircraft Only" (if applicable)) [172.200-204] 6Y()N
3. Readily accessible during transport [177.817(e)]@ Y ( ) N'

|- Remarks:

:
1

13. PERSONNEL RADIATION PROTECTION

E A. Licensee performed exposure evaluation [20.1501] kY()N
B. -Licensee incorporated ALARA considerations in the

Radiation Protection Program [35.20, 20.1101(b)] (fY()N
.
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C. External Dosimetry ( ) N/A f
,

1. Licensee monitors workers (20.1502(a), L/C] ($Y()N
2. External exposures account for contributions j

from airborne activity (20.1203] N/A ( ) Y ( ) N
3. Supplier (4 A/&f/ Frequency Ao
4. Supplier is NVLAP-approved [20.1501(c)] / ( Y()N
5. Dosimeters exchanged at required frequency [L/C] Y()N I

kN/AD. Internal Dosimetry
|

1. Licensee monitors workers (20.1502, L/C] V)Y()N
2. Briefly describe licensee's program for

monitoring and controlling internal exposures
(20.1701,1702,L/C]:

3. Aerosols and gases sampled [20.1204, 35.205] ( ) Y ():[N
4. Monitoring / controlling program implemented

(includes bioassays) [35.205(d), 315(a)(8), L/C](X) V ( ) N .

5. Respiratory protection quipment (20. 03] )Y'F N
pdgpmAan dW 41

l

E. Reportsj ) $j 4 at] Q
1. Reviewed by f 5 M Frequency
2. Inspector reviewpd personnel monitoring records

for period '7/ 95 to .f/'/d
3. Prior dose determined for individuaYs likely to

receive doses (20.2104] gg 7.f 4 MY()N !

4. Maximum exposures TEDE Other i g, fg
5. Maximum CDEs Organ (s)

'

6. Maximum CEDE
7. Licensee sums internal and external [20.1202] ()Y MN
8. TEDEs and TODEs within 20.1201 limits V) Y ( ) N
9. NRC forms or equivalent [20.2104(d), 2106(c)]

a. NRC-4 Y()N Complete: ,@Y()N
b. NRC-5 )Y()N Complete: Y)Y()N

10. Worker declared her pregnancy in writing u ing
inspection period (review records) N/A ( ) Y ( ) N
If yes, licensee in compliance with [20. 208] ()Y()N
and records maintained ()Y()N

F. Who performed any PSEs at this facility (number of people
involved and doses received)
[20.1206,2104(b),2105,2204] hN/A

G. Records of exposures, surveys, monitoring, and
evaluations maintained [20.2102, 2103, 2106, 35.205(d),
315(a)(8),L/C] kY()N

Remarks:

;
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14. MISADMINISTRATluivS AND RECORDABLE EVENTS @U
1

'

A. If misadministrations or recordable events (defined in 35.2) have
'

occurred since last inspection, evaluate the incident (s) and the '

licensee's quality management program (QMP) using the exisi.ing |
guidance. [ Reference TI 2800/025 and IP 87103] |

'

l. Event date Information Source 1
'

2. Notifications

NRC Ops Center ( ) Y ( ) N Region ( ) Y. ( ) N ]
Referring Physician ( ) Y ( ) N Patient ()Y()N |
In writing ()Y()N

If notification did not occur, why not:
,

3. Written Reports [35.33]4

a. Submitted to Region within 15 days ()Y()N
b. Copy to patient within 15 days ()Y()N

I
B. Records maintained (35.33(b)] ()Y()N i

|

Remarks:

15. NRC INDEPENDENT MEASUREMENTS d.:r' 6./ N
A. Survey instrument Serial No. Last calibration

X'21"fK !I12 I //22.1 I/|9f
B. Inspector's measurements were compared to licensee's ()YMN '

C. Describe the type, ocation, and r_esults_of measurements:
TAA%c-

& aw (Os1796 u M m L /.h \

all &f%'
16. NOTIFICATION AND REPORTS I

1

A. Licensee in compliance with (19.13] (reports to
individuals, public and occupational,
monitored to show compliance with Part 20) ()None([Y()N

B. Licensee in compliance with [20.2201]
(theft or loss) ( None ( ) Y ( ) N j

.
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C. Licensee ... compliance with [20.2202]*

(incidents) (N)None()Y()N
Licensee in compliance with [20.2203],

D.

Licensee aware of NRC Ops Center phone number () None ( ) Y ( ) N(overexposures and high radiation levels)
(MY()NE.

17. POSTING AND LABELING

Section206ofEnergyReorganization)[Y()NNRC-3 " Notice to Workers" is posted (19.11] (A.
B. Parts 19, 20, 21,

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]
and the licensee is not exempted by [20.1903, 1905] ( Y()N

Remarks:

18. RECOR0 KEEPING 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)] ( Y()N

B. Records include all information outlined in [30.35(g)] Y()N
[jPg Mj eRemarks: nwwa g-

tus$ 250
19. BULLETINS AND INFORMATION NOTICES

A. Bulletins, Information Notices, NMSS Newsletters,
etc., received by the licensee ([Y()N

B. Licensee took appropriate action in response to
Bulletins, Generic, Letters, etc. ([Y()N

.

Remarks:

20. SpECIAL LICENSE CONDITIONS OR ISSUES ( N/A

A. Special license conditions or issues to be reviewed:

B. Evaluation:
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21. DEBRIEF WITH LluNSING STAFF
'

Inspection findings disc,ussed with licensing staff ( ) N/A Y()N ,

'

Items discussed: -

j

1

.

22. CONTINUATION OF REPORT ITEMS

23. VIOLATIONS. NCVs. AND OTHER ISSUES !

'

Note: Briefly state (1) the requirement and (2) how and when the licensee i

violated the requirement. For non-cited violations, indicate why
,

the violation was not cited, l

l

24. EPA REFERRAL FORM J

EPA referral form for air effluents sent to appropriate I
EPA regional office per IP 87102 (gY()N I

If no, explain:

25. PERFORMANCE EVALUATION FACTORS

Licensee U c/ h .
Inspector N-

(name & fL A % A/d CuG )/ /7/ 7/Mlocation) A/- / mar Inspection Date
/-

7
A. Lack of senior management involvement with the radiation

safety program and/or Radiation Safety Officer (RS0)
'

oversight ()Y N

B. RSO too busy with other assignments ()Y N

C. Insufficient staffing ()Y N

D. Radiation Safety Committee fails to meet or functions
inadequately ()Y N

E. Inadequate consulting services or inadequate audits ()Y N

F. Financial Instability '()Y N

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

/1A2

Regional follow-up on above PEFs citations:

.

Sb- /
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ATTACHMENT A-

QUALITY MANAGEMENT PROGRAM (OMP)
OM FIELD NOTES

1. GENERAL g
A. Facility name(s): M 4 W++f M [ I
B. License number (s): o(-66n s4- d /
C. Docket number (s): o 3 0 " o/ 7 33
D. Last inspection dat;(s): , M2 U2B /ft

' //7/96'
E. Current inspection date(s): ,

F. Most recent QMP and certification r'ecdived
by NRC (35.32(e), (f)(2)] Date: 2/:t/[

l'f
2. PREPARATION

A. Be familiar with the submitted QMP and any modifications in preparation
for inspection of the licensee's implemented QMP. Familiarization
should focus upon awareness of the submitted program in order to
compare the written program with the program as implemented.

3. MODALITIES

A. Identify licensee procedures and attach appropriate inspection
module (s):

Module:
1. Nal I-125 or I-131 > 30 Ci and/or

Therapeutic radiopharmaceutical other than Nal (VY()N
2. High-Dose-Rate Remote Afterloading Brachytherapy ( ) Y ( ),N
3. All Other Brachytherapy ()Y(5N
4. Strontium-90 eye applicatorM woe. ()() Y ( ) N
5. Teletherapy 4tf) Y N

6. Gamma Stereotactic Radiosurgery ()Y N

7. Event (misadministration or other) ()Y N

4. SAMPLING (Inspector random sample of each modality) d ,

Total Written Directives Minimum Target Sample [ .

#
I to 5 All @/l/

'

0 %

Total Total Target Number
W.D.* W.D.* Sample Reviewed

g ]Prev.Yr Curr.Yr
1. Nal 1-125 or 1-131 > 30 Ci ?4 G

2. . Therapeutic Radiopharmaceutical
other than Nal o O o 0

3. HDR remote afterloading O Obrachytherapy
4. Other brachytherapy 9 0 0

5. Sr-90 eye applicator /1 __C_ o
o6. Teletherapy /> g

_

c?7. Gamma Stereotactic Radiosurgery o O
* Full calendar year
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MODULE 1*

' GREATER THAN 30 MICR0 CURIES Na! I-125 or I-131
AND

RADI0 PHARMACEUTICAL THERAPY

1. SUPERVISION

A. Supervised individual (s) instructed in QMP applicable
to the modality of use [35.25(a)(1)] ()d Y ( ) N
List individual (s) found to be inadequately trained:

2. Nai I-125 or I-131 > 30 uCi ( ) N/A

OBJECTIVE 1 Number
Missed

A. A written directive (order for a specific
patient, dated & signed by authorized user (a.u.)
or physician under supervision of an a.u.) is g
prepared for each patient [35.32(a)(1)] (gY()N

B. Written directives, as applicable, contain O
required dosage information [35.2] pdY()N

N C. Exceptions to written directives are documented
[ footnote to 35.32(a)(1)] $ N/Ao

h
1. Written revisions ()Y()N
2 Oral revisions ()Y()N
3. Oral directives ()Y()N

OBJECTIVE 2

A. Licensee uses more than one method to verify the
'

patient's identity [35.32(a)(2)] (gY()N g
Remarks:

OBJECTIVE 3 (Does not apply)

OBJECTIVE 4

A. Procedures implemented to verify, prior to
administration, that the specific details are in

accordance with written directive [35.32(a)(4)] M Y ( ) N h
B. Procedures m n include: (not requirements)

_

() Y ( ) N
)% Y()N

1. Dosage measured prior to administration
2. Dosage confirmed just prior to administration

.

Issue Date: 07/12/95 Al ' 1 2800/025, Rev 1.
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:

Record of administration maintained in auditablek Y ( ) N
C.

form [35.32(d)(2)]

Remarks:

OBJECTIVE 5

A. Procedures implemented to ensure that unintended ;

deviations are identified, evaluated, and a
corrective action taken [35.32(a)(5)] (/) Y ( ) N

1. Recordable event (s) self-identified since the
last inspection [35.32(c), 35.2] ()Y(MN
Dates of events:

2. Recordable events identified by inspector
[35.32(c),35.2] ()Y(/N

3. Misadministration resulted from the unintended
deviation (If yes, also complete module 7) ( ) Y ()[ N

B. Procedures implemented to evaluate & respond within 30
days to each recordable event discovered [35.32(c)] (%Y()N

C. Procedures m_a_y include: (not requirements)

1. Assemble relevant facts including cause ( Y()N
2. Identify corrective action to prevent recurrence ( Y()N
3. Retain a record of items 1 and 2 ( Y()N

i

D. Licensee reported misadministration (s) since the last
inspection (If yes, also complete module 7) [35.33(a)]( ) Y ( N

E. Licensee identified misadministrations that were not
subsequently reported (If yes, also complete module 7)
[35.33(a)) ()Y N

Remarks: h/// f Terg
07 -

M V d M noy~47
&tP %.

.
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Standard Review Plan Checklist
For Review of Submitted Quality Management Programs (QMP)

1. A. Facility naTu: Z5TAfop[ W A O/(gl [ ggt

B. License nurber: M '6OO/ '/3

C. Docket nurber': O3 8 ~ O/ D3
2. /ppiicant requests fofIouingtroda1itles:

Nbdule:

&l 1-125 or 1-131 > 30 /fi and/or N 1a

Thorapeut ic radiophanTuceutical
other than %I N 1b

'

High-Dose Rate RaTote
AftorIoading Brachytherapy Y 2

AlI Other Brachytherapy hN 3

lia n D "%"# % W Q R G *

Teietherapy h 54

hCema Stereotactic Radiosurgery Y 6

3. A 04) vos received with the application N [0 001]

4. 04) Sutmitted for dach rroda1ity of use N [0 002]

Y [N5. A negative declaration u s received for
one or rmre rrodal i t ies

Mgative deciaration raceived for
Nbdality

6. W itten certification received that 04'
ms (wi1| bc) inplatented N [0 003]

Revica r: be
Ebte of Revien 7 // I
%te: [ / ''

.

-e



,

.

4

MODULE 1 A

GREATER THAN 30 MICROCURIES OF NAl 1-125 OR l-131

1. A. Facility nare:

B. Licenso nuTber:

C. Docket nuTber:

2. W iective 1

An authorized user will prepare, date and sign [OOO5(a)J
a written directive for each specific patient
orlor to adninist rat ion. N

The wr i t ten di rect ive conta i ns the f ol I cwi ng: N006)
Ebsage [35.2] N*

3. Wiective 2

The Iicensee wili verify the patlent's identity [00131
by nure than one mettxxi orior_19 adninistration.
[35.32(a)(2)] N

4. WiectIve 3 N/A

5. Gioctive 4

The Iiconsee has procedures to ensure, prior 19}
to adninistration, that each adninistration
is in accordance with the written directive. N;

ExaTples of acceptable procedures (one or nure
procodoresrray apply):

a. Dosage measured in dose calibrator, and
the results ccTpared to the written directive. N (a)

b. Details of adninistration confirmed just prior
to adninistration (dosage, patient, etc.) N (b)

6. CbiectIve 5

The Iicensee has procedures that describe the 25]
methcxj(s) used to identify and evaluate any
unintended deviations f ran a written directive. N.

The Iicensee has procedures that describe the [0026)
corrective action (s) that will be taken after.the

.



- .

-

.

deviation has been identified. [35.32(a)(5)) Y N

Additional reaulatorv roouiratents_pj W1ich the acolicant should,_be. reninded:

1. Record of Aduninist ration

Record of each adninist rat ion wi | | be
maintained in an auditable fann for 3 years

[35.32(d)(2)] N

2. Trainina and Suoervision

All verkers instructed to seek guidance if [0027]
they do not understand hon to carry out
the written directive. N

Revisner: /-
/!kDate of fievien

/'/
'

.

6
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e
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MODULE 18

Therapeutic Radiopharmaceutical other than Nal,

1. A. Faci l i ty nare:

B. Licenso nuTher:

C. Docket nurber

2. Cbiective 1

An authorizod user wili prepare, date and sign [ (b)
a written directive for each specific patlent
or f or to adninist rat ion. N

/

The written directive contains the foilouing [35.2]: [0007)

a. RadiophanTaceut ical N
b. Ebsage N
c. Fbute of Adninistration N

3. Obiective 2

The Iicensee wilI vorify the patient's identity [0413]
by nure than one truthod or tor _tp adninistration.
[35.32(a)(2)) N

4 4. Cblective 3 N/A

5. (biective 4

The Iicensee has procedures to ensure, prior [0019]
to adninistration, that each adninistration
is in accordance with the written directive. N,

ExaTples of acceptable procedures (one or nure
proceduresriny apply):

a. Dosagetreasured or verifled by antther
truthod and the results ccTpared
to the written directive. Y N (a)

c. Patient, radiophanmceut ical, dosage,
and route of adni ni st ra t i on conf i nTud
irmudiately prior to adninistration. N (b)

l

.
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6. O)iective 5 1

The Iicensee has procedures that describe the [0025]
Inuthod(s) used to identify and evaluate any

.,

unintended deviations frcm a written directive. N i

The Iicensee has procedures that describe the [0026)
corrective action (s) that wili be taken after the hNdevlation has been identifled. [35.32(a)(5)]

Addit ionai reaulatorv reouireTen1L9_f.JobI.qhD 000licant shouId_be raninded:

1. Record of Actninistration

Record of each adninistration will be
niintained in an auditable form for 3 years

(35.32(d)(2)) Y N

2. Trainina and Suoervision

All verkers instructed to seek guidance if [0027]
they do not understand how to carry out I

the written directive. N

Reviemr : C
Date of Review /h k[

//
1

|

l

.

|

I

.

e
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MODULE 3
.

. BRACHYTHERAPY
(OTHER THAN HDR REMOTE AFTERLOADING)

1. A. Faci l i ty nare:

B. Liconse nuTher:

C. Ebcket nuTber:

2. Chiect ive 1

An authorized user will prepare, date and sign [aOO5(c)] |
a written directive for each specific patient |
orlor to adninistration [35.32(a)(1)1 [ N

The written directive contains the folicwing [35.21: [a008)
!1. Prior to inplantation:

radioisotope, N (i)
nuTber of sources, N (ii)
source strengths @ N (iii)

2. Af ter iriplantation & prior to carpletion of
procedure:

radioisotope, N (iv)
t reatrrent si te, N (v)
total source strength & exposure

tirre (or total dose) @ N (vi) |

3. W iective 2
!

The Iiconsee wi|I verify the patient's idontity (G0131 ,

by riore than one nuthod prior _19 adninistration. !

[35.32(a)(2)1 N |

|
4. W icctive 3 -

i

Procedures are inpleTented to verify that final (G014] !

plans of treatrrent and related calculations are in
accordance with written directives.[35.32(a)(3)) Y N

ExaTples of acceptable procedures (one or nure
procedures nuy apply):

a. Performing acceptance testing (based on licensee's
specific needs & app,Iications) on each treatrient |
planning or dose calculating ccTputer progran i

*

that could be used for dose calculations. N (a) i

b. A plan of treatrient is prepared for each !
N (b) |patient. , -

!

J
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c. Check of dose calculations by an authorized
user or a qualified person under supervision4

of an authorized user vho denever possible*

did not nuke the original calculations N (c)

1 d. Ve r i f i ca t i on of dumy sou rces or f i xed
' geoTutry applicators prior to inserting

sealed sources. N (d)'

J e. IVbthod used for verifying source strength |

; pr ior to adninistratlon. N (e)

5. Wiective 4.

1

The Iicensee has procedures to ensure, prior [GO22)~

i to adninistration, that each adninistration hN* is in accordance with the written directive.

ExaTples of acceptable procedures (one or nure
procedures nny apply):

a. Pe r son adni n i s te r i ng the r apy t r ea trient conf i nTs
,

the prescribed radioisotope, treatrrent site,
nuTbor of sources, source strength aryJ exposure"

tine, or total dose, N (a)f

b. Praipt record by the authorized uscr, of the,

; ntnter of sources, source strength, the actual
Ioading sequence of sources inplanted (location

,

of each sealed source in a tube, tanden, or-

cylinder) and signing or initialing the
patient's chart or appropriate record. N (b)

c. Ensure that source (s) wiIi notrTuve or
dislodge dile inplanted. Y N (c)

6. Wiective 5+

The Iicensee has procedures that describe the [aO25)
nuthod(s) used to identify and evaluate any
unintended deviations f ran a written directive. @ N

[ The Iicensee has procedures that describe the [0026]
corrective action (s) that will be taken after the

: deviation has been identified. [35.32(a)(5)] hN,

<

a

.
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Additional rrgulatory reaui rerents_g.f vhich the_ aool icant should_b_e raninded:

1. Recor d Munini st rat ion

Record of each adninistration will be
nuintained in an auditable form for 3 years

[35.32(d)(2)] Y N

2. Trainina and Suoervision

All e rkers instructed to seek guidance if [0027]
they do not understand hou to carry out
the written directive. Y N

Revio^er:

Date of Reviou

I
i

|

|

.

6

9

3
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MODULE 4
STRONTIUM-90 EYE APPLICATORS

1. A. Facili ty nam:

B. License nurber:

C. Docket nuTbor:

2. G lective 1

An authorized user wi|I prepare, date and sign (OOC 5(e)]
a written directive for each specific patient

orlor to adninistration [35.32(a)(1)]. Y N

The written directive contains the follwving: [0 011]

a. source strength, Y N (a)
b. t reatment si te, Y N (b)
c. exposure tinn or total dose Y N (c)

3. Wiective 2

The Iiconsee wilI verify the patlent's identity 10013]
by nuro than one nuthod p1.191 19 adnini st rat ion.
[35.32(a)(2)) Y N

4. Wiectivc 3

Procedures are inplenunted to verify that final [00171
plans of treatrmnt and related calculations are in

accordance with written diroctIves.[35.32(a)(3)) Y N

ExaTples of acceptable procedures (one or nure
procedures rmy apply):

a. Assess quantity of rmterial remining af ter
decay (decay chart or other nethod). Y N (a)

b. Plan of treatment p pared in accordance
with the written directive. Y N (b)

5. Wiective 4

The Iicensee has procedures to ensure, prlor [OO24)
to adninistration, that each adninistration

is in accordance with the written directive. Y N

ExaTples of acceptable procedures (one or nure
procedures nuy apply):

a. Wthod used to tine the adninistration Y N (a)

.

-- e n ,.
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b. Pe r son adnini s te r ing t r ea trmnt conf i rrm the
prescribed sito and the total dose, or source
strength and exposure t irm. Y N (b)

6. Cbiective 5

The Iicensco has procedures that describe the [aO25]
rmthod(s) used to identify and evaluate any
unintended deviations f rcm a written di rective. Y N

The Iiconsee has procedures that describe the [GO26)
corrective action (s) that will be taken after the
deviation has been identified. [35.32(a)(5)] Y N

AdditionaI reoulatorv reauirevents_ILf Wiich the aooIicant shouId_b_e reninded:

1. Record of Admiinistration

Record of each adninistration will be
rmintained in an auditable form for 3 years.
[35.32(d)(2)] Y N

2. Trainina and Supervision

All workers instructed to seek guidance if [aO271
they do not understand hon to carry out
the written directive. Y N

Reviomr :

Date of Revieu

.

e

9

1. E
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g (t o..io) U.S. NUCLE AQ REGULATOQV COMMISSION PAC O g
g- PAGES

MATERIALS LICENSE g-J-
Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93 438). and Title 10*

CaJe of Federal Regulanons. Chapter I. Parts 30. 31,32. 33,34,35. 39,40 and 70, and in rehance on statements and representations heretofore
!
!

4, made by the beensee, a license is hereby iwued authorizing the beensee to receive, acquire, pmscu. and trander bypnxluct source, and special
4 nuclear maternal designated below, to use such matenal for the purposc(s) and at the place (s) desi nated below, to dehver or transfer such tuatcrialF I

to persons author red to receive it in accordance with the regulations of the applicable Part(s). Thn hcense shall be deemed to contain the conditionsb(
,

specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all apphcable rules, regulanons arki orders of the Nuclear|

g Regulatory Comminion rmw or hereafter in effect and to any conditions specified below,
d g
A pl :i

U'*" '
y In accordance with letter dated |A June 14, 1996
) 1. Department of the Army 3. Ucense number 05-00046-13 is amended in
g its entirety to read as follows:
i y j

14 2- U.S. Army Garrison, Fitzsimons n i

p|ATTN: HSHG-RP 4. Expiration date December 31, 1999
El ,Aurora, Colorado 80045-5001

! 5. Docket or
030[01233| Reference No ,; 6 Byproduct, source, andlot 7. Chemical and/or physical 8. Maximum amount that licensee g |

| special nuclear matertal form may possess at any one time f

| under this license

|! IA. Any byproduct material A. Any except sealed A. Not to exceed 500 gi |!j with atomic numbers I sources millicuries per p
!

|i through 83 radionuclide except: (;

Li b

H-3 - 5 curies I
Ho-99 - 10 curies
Tc-99m - 10 curies |

,

:j
I-125 - I curie |t|

U I-131 2 curies-

Xe-133 - 2 curies -

8. Anybypro5uctmaterial B. Sealed sources B. Not to exceed 2with atomic numbers I curies per source '

; through 96

[J C. Uranium, Natural or C. Shielding material C. Not to exceed 999 |> Depleted kilograms
p

5
|E 9. Authorized use:# p

#A. and B. Medical research, diagnosis, and therapy. In vitro studies. Studies /> in laboratory animals. />

h> C. Shielding in Molybdenum-99/ Technetium-99m generators.
p

$
EQ i

R

I D\.___.GWs 760726I iDR ADOCK 03001233 / / i> C PDR / y,

ML40
'

-

i
-

| 10FFICIAL RECORD COPY I
i
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!gFORM 374 A U.S. aCLEAR REGULATORY COMMISSION pg 3 0, 5 pacts

Licenw .Numhrt i

g 05-00046-13 i, j3

h MATERI ALS LIC3NSE Docket or Refrece NumN r Ij
030-01233 gt SUPPLEMENTARY SHEET

Amendment No. 58 j

8 Mi
t|,B
'EB

N E. The leak test shall be capable of detecting the presence of 0.005 microcurie of $
N radioactive material on the test sample. If the test reveals the presence of 4 |
E 0.005 microcurie or more of removable contamination, a report shall be filed $ 1

3 with the U.S. Nuclear Regulatory Commission in accordance with k '

N 10 CFR 30.50(b)(2), and the source shall be removed immediately from service 4 1

3 and decontaminated, repaired, or disposed of in accordance with Commission .E|
W regulations. The report shall be filed within 5 days of the date the . leak test A,E|

5 result is known with the U.S. Nuclear Regulatory Commission, Region IV, 611
.B Ryan Plaza Drive, Suite 400, Arlington, Texas 76011, ATTN: Director, Division &

I
B of Radiation Safety and Safeguards. The report shall specify the source %
N involved, the test results, and corrective action taken. E|
B |E '

B F. Tests for leakage and/or contamination shall be performed by the licensee or by ,Efi
|

IB other persons specifically licensed by the Commission or an Agreement State to :E|
N Perform such services. 'G| :
W Ei|
3 13. Sealed sources or detector cells containing licensed material shall not be opened or .E| '1

B sources removed from source holders by the licensee. !Ei

5 'EiI|g 14. Maintenance, repair, cleaning, replacement, and disposal of foils contained in g
I|

3 detector cells shall be performed only by the device manufacturer or other persons
g||

.g specifically authorized by the Commission or an Agreement State to perform such
g|gy services.

3- Ei 1
g 15. A. Detector cells containing a titanium tritide foil or a scandium tritide foil g| i
s shall only be used in ccajunction with a properly operating temperature control g| !
$ mechanism which prevents the foil temperature from exceeding that specified by g|

'

j the manufacturer and approved by U.S. Nuclear Regulatory Commission. g|

B. When in use, detector cells containing a titanium tritide foil or a scandium
tritide foil shall be vented to the outside.jy g| ,

16. The licensee shall conduct a physical inventory every 3 months to account for all
y sources and/or devices received and posses::ed pursuant to 10 CFR 35.59,

gi!
,

10 CFR 35.400 and 10 CFR 35.500 and every 6 months for all other sources and/ori

f
~

devices.

El'$ 17. Notwithstanding the requirements of 10 CFR 35.49(a) and (b), 10 CFR 35.100,
E|% 10 CFR 35.200, 10 CFR 35.300, 10 CFR 35.400, and 10 CFR 35.500, the licensee may use

%s
for any medical use any byproduct material or reagent kit. The licensee shall E|

E

||
|: possess and use byproduct material for medical use in accordance with the

3 prescriptive and performance criteria in the other' sections of 10 CFR 35. This does E

E|| {
not relieve the licensee from complying with applicable United States Food and Drug ,

E| |

| | Administration (FDA) and other Federal and State requirements.
E|| j
s i

i

|& p|

7 g|
'

.

N E| '

E| 1A
W, E |

|1
_ . t| <
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N U.S. .JCLEAR REoULATORY COMMISSION pagg 4 og $ pacc3.g *RC FORM 'J74A

'

(j||jg t an o umnn

05-00046-13

|l
j M ATERI ALS LICENSE met or Hernenn NumN. E

|3 SUPPLEMENTARY SHEET 030-01233 g
|

|5 f|g Amendment No. 58
'

IB E

-|3 E

|3 E

Nf3 18. Patients containing cobalt-60, cesium-137, or iridium-192 implants shall remain
I3 hospitalized until a source count and surveys made with an appropriate radiation $
If detection instrument indicate that all implants have been removed. The results of E

El3 these surveys shall be recorded and maintained for inspection by the Commission for
5 years from the time the implants are removed.

3 19. Patients containing iodine-131 for the treatment of thyroid carcinoma (or patients if
f containing therapeutic quantities of gold-198) shall remain hospitalized until the E|
|5 residual activity is 30 millicuries or less. El
3 Eii

|3 20. The licensee is authorized to hold radioactive material with a physical half-life of E|

|3 less than 65 days for decay-in-storage before disposal in ordinary trash provided: E

3 E1

f3 A. Radioactive waste to be disposed of in this manner shall be held for decay a E

3- minimum of 10 half-lives. Ej1

|3 El

|3 B. Before disposal as ordinary trash, byproduct material shall be surveyed at the Ej
s container surface with the appropriate meter set on its most sensitive scale Eii

]3 and with no interposed shielding to determine that its radioactivity cannot be El

q3 distinguished from background. All radiation labels shall be removed or E

y3 obliterated. E

13 Ei

||3 C. A record of each disposal permitted under this License Condition shall be El
la retained for 3 years. The record must include the date of disposal, the date El
.|j on which the byproduct material was placed in storage, the radionuclides g|

|3 disposed, the survey instrument used, the background dose rate, the dose rate g|
measured at the surface of each waste container, and the name of the individual s|!g

| who performed the disposal. j'jg
! s13 21. The licensee is authorized to transport licensed material only in accordance with i.|g

jy the provisions of 10 CFR Part 71, " Packaging and Transportation of Radioactive j
Material."g g

22. Experimental animals, or the products from experimental animals, that have been !h administered licensed materials shall not be used for human consumption. jjg

f 23. As of July 1,1996, the licensee's authorized activities are limited to those
r decommissioning activities necessary to decontaminate facilities and equipment,
3 package materials for radioactive material transfer or waste disposal, and other !j|

| 3 activities as may be necessary to release the equipment and facilities for R

I@ unrestricted use.
M E'

l3 E

@ E
,

3 k|

@| E|
4 E i

h E-

4 E

lh E

.|W E
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d NRC FORM,374A1 U.S. ..JCLEAR REGULATORY Cc;dMISSION

pact 5 er 5 94ces g'

g|
L, cense Number

g 05-00046-13 g|

h' MATERIALS LICENSE Docket or Reference Numtvr .g!

|3 SUPPLEMENTARY SHEET 030-01233 gj

fAmendment No. 58
|3 E-

|3 E
da E
E 24. Except as specifically provided otherwise in this license, the licensee shall E
A
N

conduct its program in accordance with the statements, representations, and E

procedures contained in the documents, including any enclosures, listed below. The E
'S Nuclear Regulatory Commission's regulations shall govern unless the statements, E
3 representations, and procedures in the licensee's application and correspondence are E

e more restrictive than the regulations. E
|0 E '

3 A. Application dated February 6, 1984 E
.! B. Letter dated October 29, 1985 E
! C. Letter dated December 4,1985 E
5 D. Letter dated February 27, 1986 E
B E. Letter dated May 21, 1986 E

sf F. Letter dated August 18, 1986 E
s G. Letter dated July 8, 1987 E
O H. Letter dated November 4, 1987 E
C 1. Letter dated October 11, 1988 E
D J. Letter dated May 10, 1989 E: K. Letter dated April 5, 1990 E
i L. Letter dated February 28, 1992 E
C M. Letter dated October 9, 1992

E
g N. Letter dated May 10, 1995 1-
0 0. Letter dated April 25, 1995

E
P. Letter dated July 5, 1995

E
r

6 Q. Letter dated August 8, 1995-
E; R. Letter dated June 14, 1996 g

[ E

K E

i E

E E

i E ,

t E

r E

{ E

E

E

5 FOR THE U.S. NUCLEAR REGULATORY COMMISSION E
.;

I E

E

Date JUL 2 6 l996 $/jd/>ll[ btYb/g

f JAc@Eline D. Burks
-

a
E

Juclear Materials Licensing Branch E
Region IV

E
Arlington, Texas 76011 g

E

E

E.

E.

E

E Er-

-
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License: 05-00046 13 Amendment: 58,

Docket: 030-01233
;1

Licensee: Department of the Army
U.S. Army Garrison. Fitzsimons

Certification of Application Review for a Part 30, 40. and 70 License
.

I certify that I have reviewed the letter dated June 14. 1996, as supplemented
by any letters referenced in the license in accordance with guidance provided
by the Office of Nuclear Materials Safety and Safeguards applicable Standard
Review Plan and associated checklist and have concluded that:

A. If the license is being terminated. I have received adequate ;

documentation to demonstrate that all radioactive materials and
contamination possessed under this license has been properly |

renoved and the licensee's facilities are suitable for !

unrestricted use, or that the radioactive material is covered by
another valid license.

X B. For a new license. X amendment, or _ renewal: )
(1) The application is for a purpose authorized by the Act:
(2) The applicant's proposed equipment and facilities are

adequate to protect health and minimize danger to life or
property:

(3) The applicant is qualified by training and enerience to use
the material for the purpose requested in suc1 manner as to
protect health and minimize danger to life:

(4) The applicant satisfies any special requirements contained
in Parts 32-40 and 70: and

(5) The application is not for commercial waste disposal by land
burial or for any other activity which the Commission has
determined will significantly affect the quality of the
environment.
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July 26, 1996

.

Department of the Army
-

>J.S. Army Garrison. Fitzsimons
ATrN: Captain Annette Boatwright

;

H5rG RP *

Aurora. Colorado 80045 5000 l

SUBJECT: LICENSE AMENDt3NT

Please find enclosed License No. 05-00046-13. You sho W review this license
<! efu'ly and be sure that you understand all conditions. If you have any ;

you may contact the reviewer who signed your license at.questiu t.

817-860 o100.

NRC expects licensees to conduct their programs with meticulous attention to
, . detail and a high standard of compliance. Because of the serious consequences 1

!

to employees and the public which can result from failure to comply with NRC
requirements, you must conduct your program involving radioactive materials in
accordance with the conditions of your NRC license, representations made in
your-license application, and NRC regulations, in particular, note that you
must:

1. Operate in accordance with NRC regulations 10 CFR Part 19. " Notices.
Instructions and Reports to Workers: Inspection and Investigations."
10 CFR Part 20. " Standards for Protection Against Radiation." and other
applicable regulations.

2. Possess radioactive material only in the quantity and form indicated in
your license.

3. Use radioactive material only for the purpose (s) indicated in your
license.

4. - Notify NRC in writing of any change in mailing address (no fee required
if the location of radioactive material remains the same).

5. Request and obtain written NRC consent before transferring your license
or any right thereunder, either voluntarily or involuntarily, directly
or indirectly, through transfer of control- of your license to any person
or entity. A transfer of control of your license includes not only a
total change of ownership.-but also a change in the controlling interest
in your company whether it is a corporation. partnership, or other
entity, in addition, a)propriate license amendments must be requested
and obtained for any otler planned changes in your facility or program i

that are contrary to your license or contrary to representations made'in j
your. license application, as well as supplemental correspondence / t

thereto. which are incorporated into your license. A license fee may be
'
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! I' Department of the Army -2-
J.S. Army Garrison. Fitzsimonsi

J

charged for the amendments if you are not in a fee-exempt category.

6. Maintain in a single document decommissioning records that have been '

certified for completeness and accuracy listing all the following items
applicable to the license:

Onsite areas designated or formerly designated as restricted areas.

as defined in 10 CFR 20.3(a)(14) or 20.1003.

Onsite areas, other than restricted areas, where radioactive ,.

materials in quantities greater than amounts listed in Appendix C
to 10 CFR 20.1001-20.2401 have been used, possessed, or stored.

Onsite areas, other than restricted areas. where spills or other*
unusual occurrences involving the. spread of contamination in and
around the facility, equipment or site have occurred that
required reporting pursuant to 10 CFR 30.50(b)(1) or (b)(4).
including areas where subsequent cleanup procedures have removed
the contamination.

Specific locations and radionuclide contents of previous and.

current burial areas within the site, excluding radioactive
material with half-lives of 10 days or less, depleted uranium used
only for shielding or as penetrators in unused munitions, or
sealed sources authorized for use at temporary job sites.

Location and description of all contaminated equipment involved in*

licensed operations that is to remain onsite after license
termination.

7. Submit a complete renewal application with proper fee, or termination
request at least 30 days before the expiration date on your license.
You will receive a reminder notice approximately 90 days before the
expiration date. Possession of radioactive material after your license
expires is a violation of NRC regulations.

,

- 8. Request termination of your license if you plan to permanently
discontinue activities involving radioactive material.

You will be periodically inspected by NRC. Failure to conduct your program in
- accordance with NRC regulations, license conditions, and representations made
in your license application and supplemental correspondence with NRC will
result in enforcement action against you. This could include issuance of a
notice of violation: imposition of a civil penalty; or an order suspending,
modifying, or revoking your license as specified in the " General Statement of
Policy and Procedure for NRC Enforcement Actions" (Enforcement Policy). 60 FR

~34381. June 30. 1995.

.
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Department of the Army
'U.S'. Army Garrison. Fitzsimons.

,

Thank you for-your cooperatiac

Sincerely. .

. N.
Christi Hernandez, Radiation Specialist
Nuclear Materials Licensing Branch. >

.,

,

. Docket: 030-01233 .
.

- License: 05-00046-13
.

. Control: 466151
i'
'

- Enclosures: As stated
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