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2. FORPRIVATE PRACTICE APPLICANTS ONLY

HOSPITAL AGREEING TO ACCEPT PATIENTS CONTAINING RADIOACTIVE MATERIAL

NAME OF HOSPITAL

b. ATTACH A COPY OF THE AGREEMENT LETTER
SIGNED BY THE HOSPITAL ADMINISTRATOR

MAILING ADDRESS

CITY STATE | ZIP CODE

WHEN REQUESTING THERAPY PROCEDURES,
ATTACH A COPY OF RADIATION SAFETY PRECAU
TIONS TO BE TAKEN AND LIST AVAILABLE
FADIATION DETECTION INSTRUMENTS

26. CERTIFICATE

(This itern must be completed by applicant)

attached hereto, is true and correct to the best of our knowledge and belief

The apphicant and any official executing this certificate on behalt of the applicant named in Item 1a certity that this application i1s prepared in
conformity with Title 10, Code of Federal Regulations, Parts 30 and 35, and that all information contained herein, including any supplements
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Dr. Caride and Dr. Prokop are currently authorized users for groups
I, II1I under License #06-00200-03 Docket # 030-01238.
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APPENDIX C
INSTRUMENTATION
| Survey meters
3 Manufacturer’s name: LUDT.U
Manufscturer's model number: _'lodel 14c Seiger Caunter with—odel—44—7
end window nrobe
Number of instruments available . L6
Minimum range - mR/hr to 2.95 mR/hr
Maximum range —-q—___ mR/hr to 2900 mR/hr
h. Manufacturer’'s name
Manufacturer's model number:
Number of instruments available :
Minimum range ° T T T T R
Maximumrange: — . mR/hrto mR/hi
2 Dose calibrator
Manufacturer’s name
Manufacturer’'s model number
Number of instruments available .
3 Instr iments used for diagnostic procedures
Manufacturer's
Type of Instrument Name Model No.
¢
4 Other (e g., liquid scintillation counter, area monitor, velometer)

10.8-21



CALIBRATION OF SURVEY INSTRUMENTS

Check appropriate items.

i

2.

X

|

Survey instruments will be calibrated at least annually and following repai-.

Calibration will be performed at two points on each scale used for radiation prolection purposes, i.e.. at least up
to | R/hr,

The two points will be approximately 1/3 and 2/3 of full scale. A survey instrument may be considered properly
calibrated when the instrument readings are within + 10 percent of the calculated or known values for cach point
checked. Readings within +20 percent are considered acceptable if a calibration chart, graph, or response factor
is prepared, attached to the instrument, and used to interpret readings to within * 10 percent. Also, when higher
scales ave not checked or calibrated. an appropriste precautionsry note will he posted on the instrument.

Survey instruments will be calibrated
N By the manufacturer
b At the licensee’s facility

(1) Calibration source

Manufacturer's name

Model no.

Activity in millicuries
or

Exposure rate at a specified distance

Accuracy

Traceability to primary standard

(2)  The calibration procedures in Section | of Appendix D will be used
or
(3)  The step-by-step procedures, including radiation safety procedures, are attached.

¢ 8y a consultant or outside firm

(1) Name

(2) Location

(3)  Procedures and sources

- have been approved by NRC and are on file in License No

~—— have been approved by an Agreement State. s copy of the Agreement State hicense, the
procedures. and a description of the sources are attached, and the consultent’s report will
contain the information on

e the attached “Certificate of Instrument Calibramon ™
the consultant’s reporting form as attached.

are described in the attachmient, and the consultant's report will contain the information on

the attached “Certificate of Instrument Calibration ™
the consultant’s reporting form as attached
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Except during source exchanges, the Gd-153 sealed

source
listed in Item 6b will be in the LUNAR DP3 Scanner. This Gd-153
source is contained in a lead lined source holder, LUNAR model
DP3-A-SRC-0100-0.

]

If necessary, the source will be temporarily
equipped

with a locking device to maintain the security of the
source while in the scanner.

[tem#ll-Jan-30-86




Each LUNAR bone mineral analyzer is installed by LUNAR
personnel who provide one day of device specific training.
The training includes source installation and exchanges, leak
testing, scan operations, and data analysis and interpretation.
The radiation safety training is performed with an empty source
holder. LUNAR requires that the Radiation Safety Officer or
a licensed individual user to be present for the instruction
on their own. LUNAR'S procedure for installing and removing
the source, found it the technical manuals, must be followed

for all source exchanges.

Item #12;Jan-30-86



e

PROCEDURES FOR ORDERING AND ACCEPTING DELIVERY
OF RADIOACTIVE MATERIAL

The Supervisory Nuclear Medicine Technologist will
place all ofders for radioactive materials and will ensure
that the requested materials and cuantities are auth-
orized by the license and that possession limits are nct

exceeded.

A system for ordering and receiving radiosctive mate-
rials will be established and maintained. The system
will consist minimally of the following-

Ordering of routinely used matzrials

(1)

(2)

Written records that identify the isotope,
compound, actlivity leveis, and supplier,
etc., will be used.

The written records will be referenced when
opening or storing radioactive shipment.

Ordering of specially used materials (e.g., thera-
peutic uses)

(n

(2)

3)

A written request® will be obtained from the
physician who will perform the procedure.

Persons ordering the materials will refer-
ence the physician's written request when
placing the order. The physician’s request
will indicate isotope, compound, activity
level, etc.

The physician's written request will be ref-
erenced when receiving, opening, or storing
the radioactive material.

c It is essential that written records® be maintained
for all ordering and receipt procedures.

.lu the case of special orders, the mdclm ‘s written request and

sppropriste ship

g/receipt records be referenced and the dose

ssmayed prior (o its administration.

Item#l3;Jan-30-86



PROCEDURES FOR SAFELY OPENING PACKAGES
CONTAINING RADIOACTIVE MATERIAL

Special requirements will be followed for packages con-
taining quantities of radiosctive material in excess of
the Type A quantity limits as specified in paragraphs
2. 205(aX1) and (cX1) of 10CFR Part 20 (more than
20 Cl for Mo-99 and Tc-99m). They will be monitored
for surface contamination and external radistion levels
within 3 hours after receipt If received during working
hours or within 18 hours if received after working
hours, in sccordence with the requirements of pars-
graphs 20205(s) through (c). All shipments of liquids
greater than exempt quantities will be tested for leak-

age. The NRC Regional Office will be notified in accord- -

ance with the reguistions if removable contamination
exceeds 0.01 pCi/I00 em? or if external radiation
levels exceed 200 mR/hr 2t the package surface or
10 mR/hr at 3 feet (or | m),

For all packages, the following additional procedures
for opening packages will be carried out:

'y Put on gloves to prevent hand contamination,

b. Visually inspect package for any sign of damage
(e.g., wetness, crushed). If damage is noted, stop
procedure and notify Radiation Safety Officer.

e Measure exposure rate at 3 feet (or I m) from
package surface and record. If >10 mR/hr, stop
procedure and notify Rsdiation Safety Officer.

d. Measure surface exposure rate and record. If
>200 mR /hr, stop procedure and notify Radiation
Safety Officer.

e Open the package with the following precau-
tionary steps .

(1) Open the outer package (following manu-

facturer's directions, if supplied) and

remove packing slip.

(2) Open inner package and verify that con-
tents “eree with those on packing slip.
Compare requisition,* packing slip, and
label on bottle.

(3) Check integrity of final source container
(i.e., inspect for hreakage of seal: or vials,
loss of liquid, and discolorstion of pack-
aging material).

(4) Check also that shipment does not exceed
possession limits.

f. Wipe external surface of final source container

and remove wipe to low background area. Assay
the wipe and record amount of removable radio-
activity (e.g., uCi/I00 em?, etc.). Check wipes
with & thinend-window G-M survey meter, and
take precautions against the spread of contamina-
tion as necessary.

'3 Monitor the packing material and packages for

contamination before discarding
(1) Ifcontaminated, treat as radiosctive waste.
(2) If not contaminated, obliterate radistion

labels before discarding in regular trash

Maintain records of the results of checking each reckage,
using “Radioactive Shipment Receipt Record™ (see next
page) or a form containing the same information.

.In the case of
with physician's tten request.

orders (e.g.. therapy d ). slso pere
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Wear laborstory cos's or other protective clothing at
all times in areas wh re radioactive materials are used.

Wear disposable gloves at all times while handling
radioactive materials,

Monitor hands and clothing for contamination after
each procedure or before leaving the ares.

Always use syringe shields for routine preparation of
patient doses and administration to patients, except in
circumstances such as pediatric cases when their use
would compromise the patient's well-being. In these
exceptional cases, use other protective methods such
as remote delivery of the dose (e.g., through use of a
butterfly valve), .

2. Do not eat, drink, smoke, or apply cosmetics in any
area where radioactive material is stored or used.

b. Do not store food. drink, or personal effects with
radioactive material.

a. Assay each patient dose in the dose calibrator prior
to administration. Do not use any doses that differ
from the prescribed dose by more than 10 percent.

b. For therapeutic doses, also check the patient's name,
the radionuclide, the chemical form, and the activ-

13.

GENERAL RULES FOR SAFE USE OF RADIOACTIVE MATERIAL

ity vs. the order written by the physician who will
perform the procedure.

Wear personnel monitoring devices (film badge or TLD)
at all times while in areas where radioactive materials
are used or stored. These devices should be worn at
chest or waist level. Personnel monitoring devices when
not being worn to monitor occupational exposures
should be stored in a designated low background area.

Wear TLD finger badges during elution of generator and
preparation, assay, and injection of radiopharmaceuti-
cals,

Dispose of radioactive waste only in specially designated
and properly shielded receptacles.

Never pipette by mouth.

Survey gencrator, kit preparation, and injection areas
for contamination after each procedure or at the end
of the day. Decontaminate if necessary.

Confine radioactive solutions in covered containers
plainly identified and labeled with name of compound.
radionuclide. date, activity, and radiation level, if
applicable.

Always transport radioactive matcrizl in shielded
containers

Item#l5;Jan-30-86



EMERGENCY PROCEDURES

Minor Spills

NOTIFY: Notify persons in the area that a spill has
occurred,

PREVENT THE SPREAD: Cover the spill with absorb-
ent paper.

CLEAN UP: Use disposable gioves and remote handling
tongs. Carefully fold the absorbent paper and pad. In-
sert into a plastic bag and dispose of in the radioactive
waste container. Also insert into the plastic bag all other
contaminated materials such as disposable gloves.

SURVEY: With a low-range, thin-window G-M survey
meter, check the srea around the spill, hands, and
clothing for contamination,

REPORT: Report incident to the Radiation Safety
Officer.

Major Spills

CLEAR THE AREA: Notify all persons not involved
in the spill to vacate the room,

PREVENT THE SPREAD: Cover the spill with absorb-
ent pads, but do not attempt to clean it up. Confine
the movement of all personnel potentially contami-
nated to prevent the spread.

SHIELD THE SOURCE: If possible, the spill should
be shielded, but only if it can be done without further
contamination or without significantly increasing
your radiation exposure.

CLOSE THE ROOM: Leave the room and lock the
door(s) to prevent entry.

CALL FOR HELP: Notify the Radiation Safety Off;-
cer immediately,

PERSONNEL DECONTAMINATION: Contaminated
clothing should be removed snd stored for further evalu-
ation by the Radiation Safety Officer. If the spill iz on
the skin, flush thoroughly and then wash with mild
soap and lukewarm water. .

Vicente J.
RADIATION SAFETY OFFICER: _Caride, !1. 9.
OFFICE PHONE: __789-3134
HOME PHONE: 397-3972

ALTERNATE NAMES AND TELEPHONE NUMBERS
DESIGNATED BY RADIATION SAFETY OFFICER
Edward K. Prokop, M.D.

__Q_f_f_]'_gﬁ Phone:  789-31356
Home Phone: 288-7012

.

The ap nﬁiuc information for your facility shou!d be supphed
in these n

with the application.

when posting these procedures or submitting them
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Sealed sources used in LUNAR bone mineral
analyzers will be leak tested for removable

AREA SURVEY PROCEDURES

contamination every six months.

A permanent record will be kept of al! survey results,
inciuding negative results. The record wi'l include:

Location, date, end identification of egquipment
used, including the senai number and pertinent
counting efficiencies.

Nime of person conducting the survey.

Drawing of sres surveyed, identifying relevant
featurgs such 8y active storage areas, active waste
sreas, eic.

Messurad exposure rates, keyed 1o location on the
drawing (point out “ates that require corrective
action).

Detected contamination levels, keyed to locs
tions on drawing.

Corrective action taken in the case of contamins
tion or excessive exposure rates, reduced con-
tamination levels of éxposure rates after correc
tive action, and sny appropriate comments

Arcs will be clesned if the contaminsation jevel exceeds
200 dpm/100 em?,

[tem#17;Jan~30-86



The depleted sealed source will be returned to the manufacturer
for disposal. The manufacturer will be notified of the pending
shipment and the anticipated delivery date. In the event the
manufacturer is no longer in business, or for other reasons
can not accept the source, an alternative waste disposal will
be sought.

Item#18;Jan-30-86




safety precautions against the accidental opening of the leaded
shutter shielding the radioactive source.

The static state of the solenoid controlling the shutter is
closed. A +12V dc signal must be applied to the circuit for any
solenoid action, hence, disconnection of the AC power cable will
de-energize the circuit and close the shutter. Disconnection of
the interface cable will remove the "solenoid control" signal and
de-energize the solenoid therefore closing the shutter.

Sealed sources 'used in LUNAR bone mineral analyzers will be

LUNAR has engineered their bone mineral analyzers to include
leak tested for removable contamination every six months.
. |

\

|

|

\

|

Item#23;Jan-30-86



y— v
! A/ &;&, )4' /&7%«\1/ 4
W | ({41»,//“ /L{/éol-a(_/

a/‘(;fﬂ x/(/../ Mi’l*/ a
EwNe P



/ /
Lecerneie

—, (/195 Sk "

SR P

“ggpen oo popy 447

< '«"f”ﬂ“ﬁz
(8 F ;
,, /




o
" L . . UNITED STATES o
(A "/ -9 "
° A NUCLEAR REGULATORY COMMISSION QC 3012 5¥7)

v
- ‘ﬁ v
\& J < . WASHINGTON, D. C. 20555
2\ & e, 2

BETWEEN: William 0. Miller, Chief
License Fee Management Branch
Office of Administration

Regional License Section
Material Licensing Branch
FCMS, Office of Nuclear Material

Safety & Safeguards

LICENSE FE///BANSJITTAL

‘A. REGION/

1. APPLICATION ATTACHED

Applicant/Licensee: CLM/(L/ /WD /Z/ [5'(
’ 07/?(/’&((/24 ¢ /()/
[19536"

Appiication Dated:

Control No.:

License No.:

2. FEE ATTACHED

Amount :
Check No.:

3. COMMENTS
Signed

Date

B. LICENSE FEE MANAGEMENT BRANCH
1. Fee Category and Amount: 7€

(4 5)

Application may te processed for:

"

2. Correct Fee Paid.

Amendment

Renewal
License /

e Smna./y/% /""’1'\
Date // “3//) fé




