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Madical Isotopes Committee

As stated in Regqulatory Guide 10.8, Revision 1, Octooer 1980,
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TRAINING AND EXPERIENCE

AUTHORIZED USER OR RADIATION SAFETY OFFICER

Refer to Nuclear Regulatory Commision License Numbers
12-0125%7-04 and 12-00074-0%5 for information pertaining to
Item 8,
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September 1, 1985
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APPENDIX C
INSTRUMENTATION
Survey meters
o Manufacturer's name: LUDLIM
Manufacturer’'s model number: __14C  WITH THIN WALL GM PROBE -
Number of instruments available 1
Minimum range 0 mR/hr to 0,2 mR/hr
Maximum range 0 mR/hr to 2000 mR/hr
b, Manufacturer's name
Manufacturer’s model number:
Number of instruments available
Minimum range mR/hrto ___ mR/hr
Maximum range mR/hrto ________ mR/hr
Dose calibrator
Manufacturer'sname’ _________CAPINIEC
Manufacturer's model number CRC-7 LY
Number of instruments available : 1
Instruments used for diagnostic procedures
Manufacturer's
Type of Instrument Name Model No.
GAMMA CAMERA GENERAL ELECTRIC GE 415TA SPECT
COMPUTER GENERAL ELECTRIC GE STAR
Other (e g, liquid scintillation counter, area monitor, velometer)
THYROID UPTAKE UNIT LUDLUM 187-261
CARDIAC STRESS MONITOR QUINTON Q3000
DEFIBRILIATOR 617A
ITEM 9

10.5:21

SEPIEMBER 1, 1985



Item 10

Calibration of Instruments

Appendix D procedures will be
as stated in Regulatory Guide

Appendix D procedures will be
as stated in Regulatory Guide

EONTROLNO. 5 1 2 g

followed for survey instruments,

10.8,

Revision 1, October,

1980.

followed for dose calibrators,

10.8,

Revision 1, October,

Item 10
September 1,

1980.

1985



%, CALIBRATION OF SURVEY INSTRUMENTS

Check appropriate items.
X I Survey instruments will be calibrated at least annually and following repair,

X 2 Calibration will be performed at two points on each scale used for radiation protection 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 10r each 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 are not checked or calibrated, an appropriate precautionary note will be posted on the instrument,

3 & trvey instruments will be calibrated

X a 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.

R
X e By a consultant or outside firm

(1) Name HYSICS

ILL
(2) Location _3304 COMMERCIAL AVE. NORTHBROOK,

(3)  Procedures and sources

X 12-09160~01

~=eee have been approved by NRC and are on file in License No.

= have been approved by an Agreement State.a copy of the Agreement State license, the
procedures, and a description of the sources are attached, and the consultant's report will
contain the information on

e the attached “Certificate of Instrument Calibration.”
the consultant's reporting form as attached.

. AT€ described in the attachment, and the consultant's report will contain the information on

the attached “Certificate of Instrument Calibration.”
— T T reporting form as sttached
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CALIBRATION OF DOSE CALIBRATOR

A Sources Used for Lincarity Test
(Check as appropriate)

First elution from new Mo-99/Tc-99m gencrator

or
X Other® (specify) . Tc=99m 50 mCi or Greater
B Sources Used for Instrument Accuracy and Constancy Tests
Suggested ‘
Radionuchide Activity (mCi) Activity (mCi) Accuracy |
v e |
Co§? . 4 ) 5.0 - 5%
+
Ba-133 0.1-0.5 ~0.250 = 5% AT 99% i
+ ;
- ) 0,200 - 5% . |
Cs-137 0.1-0.2 - Y L . 2 _confidence
|
32 -2 - R, AT
e level <
|
¢ ______)(____ The procedures described in Section 2 of Appendin D will be used for calibration of the dose calibrator |
|
ot |
. Equivalent procedures are attached |
*For licensees who are not authorized for Mo-99/Tc 99m generators. activil ist be cquivalent to the highest activity used
ITEM 10 |
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ITEM 11

FACILITIES AND EQUIPMENT

The cffices of Advance Radiological Services, Inc., are
located at 111 Wabash Avenue in Chicago,Illinois.

Surrounding the nuclear medicine facility is the computer
room and hallway. The hot lab is on the outside wall of
the facility.

The nuclear medicine facility will be in a 17 foot by 20 foot
room. The room will house the gamma camera, console and

stress room. The small room located at the back of the scanning
room will be designated as the hot lab. Here is where the
radiopharmaceutica’ e will be received, opened, stored, assayed,
and administered. Space has also been provided for short term
waste storage, prior to returning it to Syncor, Int.

The entrance to the restricted area from the hallway is secured
by a door with a keyed lock. The entrance to the hot lab is also
secured by a door with a keyed lock.

The nuclear medicine facility is equipped as follows: A GE
415TA SPECT gamma camera will be used to perform the scans. A
GE STAR computer will be used to gquantitate the studies. A
Capintec dose calibrator will be used to assay each dose prior
to administration. A Ludlum, Model 14 Beta-Gamma survey meter
with a Thin Wall GM probe will be used to survey areas for
contamina’ n and to check hands and feet prior to leaving the
nuclear me cine facility. In the hot lab will be one or rore
lead lined metal boxes, lined with plastic bags to be used for
storage of hot trash, swabs, needles, etc., before returning
the waste to Syncor Int.. Other radiation safety equipment
which will be available are syringe shields, tongs for handling,
rubber gloves, and absorbant paper backed with plastic.
Personnel monitoring devices such as film badges and TLD
dosimeters for fingers will also be utilized.

Item 11
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Item 12

Personnel Training Program

Training will be provided by Steven Pinsky, M.D. or a
consultant (Nuclear Pharmacy, Inc.) in radiatior safety

and provided to all personnel who work with, or in the
vicinity of radioactive materials. This training will be

in the form of lectures and /or demonatationa, laating from

30 - 60 minutes, and will be given to employees prior to

their starting work with, or in the vicinity of radiocactive
materials, and thereafter on an annual basis, or after a
significant change in the employee’s duties, or the regulation
or terms of the NRC license.

The subject matter o/ this training will be as required by
10CFR Part 19 and wi. 1l include:

A. All terms of the license pertinent to radiation szfety,
Areas where radicactive material is used or stored.
Potential hazards associated with radicactive material.

Radiological safety procedures appropriate to their
respective duties.

Pertinent NRC regulations.

Rules and regulations of the license.

Obligation to report unsafe conditions to the radiation
safety officer.

Appropriate response to emergencies or unsafe conditions.

Right to be informed of their radiation exposure and bio-
assay results.

Locations where the licensee has posted or made available
notices, copies of pertinent regulations, and copies of
pertinent licenses and license conditions ( including
applications #ad applicable correspondence,) as reguired
by 10CFR past 19.

Item 12
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Item 13

FProcedures for Ordering and Receiving
Radioactive Materials.

Radicactive materials ordered will be in the precalibrated
form, and as in Groups 1,11, of Schedule C, Part C.26(e)
of the Rules and Regulationrns Manual. Orders will be placed
only with manufacturer’s cor radiopharmacies licensed to
disperse or e pply radiocactive materials.

Only the supervisory nuclear medicine technologisz or
indiriduals authorized by Dr. Pinsky, will place orders for
radicactive materials. These individuals will be responsible
for ensuring that materials requeated conform to procedure
1. above and do not exceed possession limits.

A system for ordering and receiving radiocactive materials
will be eatablished and maintained. This syatem will con-
sist of writtan records of the materials ordered, indicating
the isotope, compound activity levels, and the manufacturer
or the radiopharmacy with which the order was placed. These
records will be referenced when opening or storing radio-
active materials.

Whenever possible, all shipments will be scheduled such that
they are received during normal working hours. Couriers will
be inatructed to deliver packages directly to the nuclear
medicine hot lab.

Should circumstances arise such that receipt of radioactive
shipments, cannot be arranged during normal working hours,
the courier will be given a key and instructed to place
shipment directly in the nuclear medicine hot lab and relock
the door when finished. Since it is our intend at the
present time to use the services of Nuclear Pharmacy,Inc.,
thia alternative is gquite feasible as there would be only
one courier involved for all shipments.

A memo will be issued to all personnel prior to receiving
our first shipment. A sample of the memo follows.

Item 13
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TOS All Personnel
FROM: Steven Pinsky, M.D.
RE: Receipt of packages containing radiocactive materials

DATE:

Whenever a courier arrives at this office to deliver a shipment
of radiocactive material, he is to be directed to deliver the
package directly to the nuclear medicine hot lab. If the nuclear
medicine technologist is not present, make sure that the room is
relucked, and notify him/her that a shipment has been received.

If the prckage is wet or appears to be damaged, immediately
contact the radiation safety officer. Ask the courier to remain

in the nuclear medicine department until it can be determined
that neither he nor the delivery vehicle is contaminated.

Radiation Safety Officer:
Office Phone:

Home Phone:

Item 13
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Item 14

Procedures for Safely Opening Packages
Containing Radiocactive Materials.

Appendix F procedures will be followed as outlined in
Regulatory Guide 10.8, Revision 1, OJctober, 1980.

~tem 14
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Item 15

General Rules for the Safe Use of Radiocactive Materials.

Appendix G ru.es will be followed, as outlined in Regulatory
Guide 10.8, Revision 1, October, 1980,

Item 1S5
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APPENDIX H

EMERGENCY PROCEDURES

Minor Spills SHIELD THI )" f 1 le e spill should

it further

NOTIFY: Notify persons in the

intly increasing
ecurred

PREVENT THE SPREAD : ( ver the spill with absorl HE ROOM: Leave

ent paper vent entr

CLEAN UP: Use dispx sable gloves an«

CALL FOR HELP: Notify the Radiatior Safety Offi-
tongs. Carefully fold the absorben rin

nediatels

sert into a plastic bag and dispos

waste container, Also insert into the ticbhag a ! PERSONNEL DECONT AMINATION: (

ntaminated material uch st moved and stored for further evalu
Safety Offj
SURVEY: With a low range, thir

meter, check the area around

ighly and

clothing for contamination

RADIATION SAFETY OFFICER EBNEST BYROM
REPORT: Report incident Radiation fety OFFICE PHONI

Officer HOME PHON

Major Spills

ALTERNATE NAMES AND TELEPHONE N1 MBERS

DESIGNATED BY RADIATION SAFETY OFFICER
CLEAR THE AREA: Notify all persons 1

in the spill to va-ate the room

PREVENT THE SPREAD: Cover the spill
ent pads, but do not attempt to clean it

the movement of all personnel potentially f your facility should be supplied

these bla s wh postir 25 rocedure r submitting them
nated to prevent the spread with the ap; '




Item 16

Emergency Proceadures

Appendix H procedures will be followed as ocutlined in
Regulatory Guide 10.8, Revision 1, October, 1980.
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Iter

Area Survey Procedures

All elution, preparation, and injection areas will be
surveyed daily with an appropriate, low-range survey
meter and decortaminated if necessary. =

Laboratory areas where only small quantities of radio-
active material are used (less thau 200 uCi) will be
surveyed monthly.

Waste storage areas and all other laboratory areas will
be surveyed weekly.

The weekly and monthly surveys will consist of:

b.

A measurement of radiation levels with a survey meter
sufficiently sensitive to detect 0.1 mR/hr.

A series of wipe tests to measure contamination levels.
The method for performing wipe tests will be sufficient-
ly sensitive to detect 200 DPM per 100 cm2 for the
contaminant invelved. If a thin window survey instru-
ment is used to count the wipes, the detector wall
thickness will be no greater than 30 mg/cm2 and the
detector beta shield will be open when counting the

wipes. All wipes will be counted in an area of natural
background.

A permanent record will be kept of all survey results,
including negative results. The record will include:

Location, date, and identificaticon of eguipment used,
including the serial number &nd pertinent counting
efficiencies.

Name of the person conducting the survey.

Drawing of area surveyed, identifying relavent features
such as active storage areas, active waste areas, etc.

Measured exposure rates, keyed to location on the draw-
ing (point out rates that require corrective actiorn.)

Detected contamination levels, keyed to locations on
drawing.

Corrective action taken in the case of contamination
Oor excessive exposure rates, 1educed contamination
levels or exposure rates after corrective action, and




any appropriate comments.

Areas will be cleaned if the contamination level exceeds
two times the background level. The background reading
will be measured in a low radiation area and will be
measured prior to starting the surveys.

For daily surveys where no abnormal exposures are found,
only the date, identification of the person performing the
survey, and the survey results, will be recorded.
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APPENDIX J

.

WASTE DISPOSAL

Note In view of the recent problems with shallow-land burial sites used by commercial waste disposal
firms, NRC is encouraging its licensees to reduce the volume of wastes sent to these facilities,
Important steps in volume reduction are to segregate rad.oactive from nonradioactive waste, to
hold short-lived radioactive waste for decay in storage, and to release certain materials in the
sanitary sewer i1 accordance with §20.303 of 10 CFR Part 20.

l. Liquid waste will be disposed of (check as appropriate) Disposed of by commercial waste disposal serv-

ice (see also Item 4 below).

X In the sanitary sewer system in accordance with
§20.303 of 10 CFR Part 20. ——__ Other (specify):

By commercial waste disposal service (sec also -
Item 4 below).

3 Other solid waste will be (check as appropriate)

ifvyy RETURNED TO NUCLEAR
X Other fspecify): X Held for 4 4 d radi level
" 12-18044-01IMD . X_ __ Held for ccay” unul radiation levels, as mea-
-PHARMACY, INC sured in a low background area with a low-level
survey meter and with all shielding removed. have

- Mo-99/Tc-99m generators will be (check as appropriate) reached background levels. All radiation labels
will be removed or obliterated. and the waste
Returned to the manufacturer for disposal, will be disposed of in normal trash.
” Held for decay* until radiation levels, as mea- - Disposed of by commercial waste disposal serv-
o f? g L :
%3 sured in a low background area with a low-level ice (see also Item 4 below).
o survey meter and with all shielding removed, have LEAR
reached background levels. Al radiation labels X Other (specify): RETURNED TO NUC
will be removed or obliterated, and the generators
will be disposed of as normal trash.** ~-RHARMACY . TINC 12-18044-01MD
4. The commercial waste disposal service used will be

.Do sure that waste storage areas were described in Item 1l and
that they are surveyed periodically (Item 17).

. 3
These generators may contain longlived radioisotopic contami- (Name) (City, State)
nants. Therefore, the md . tor columas will : m' .l::::’k: lln‘:
m%ﬁ :ho:;nd - - e NRC/Agreement State License No.
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Item 19

Therapeutic Use of Radiopharmaceuticals

I-131 Sodium Iodide will be used for the treatment of hyper-
thyroidiam. The maximum possession limit is 25 mCi. I-131
sodium icdide will be ordered in precalibrated, capsule form
only, as there is no fume hood available in the facility. In
lieu of a detailed response to Item 19a of form 313m, pro-
cedures listed in Appendix K of Regulatory Guide 10.8, Revision
1, October, 1980, will be followed.

Other radiation safety policies related to the therapeutic use
of I-131 scdium iodide as regquired in Item 19b of form 313m are
as follows:

A, All requests for I-131 therapy will be made in writing by
the referring physician.

B. Upon receipt of a written request, the appropriate amount
of I-131 sodium iodide will be ordered in precalibrated,
capsule form only.

s Upon receipt of the I-131 capsule, the packing salip and the
container label will be checked to see if they agree in so
far as isotope, activity, and chemical and physical form.
This in turn will be verified against the written request
for therapy.

D. The dose will be assayed to assure that activity is within
10% of that ordered.

E. The capsule(a) will then be administered as followsa:

1. Patient will be instructed to contact the clinic if
vomiting should occur within 24 hours of administration
and to flush the toilet 3 times after use for the next 48
hours. Patients will also be instructed, depending on the
activity administered, to avoid prolonged close contact
with relatives or friende who may be pregnant, or who are
under the age of 18 years, for a period of time commensu-
rate with the activity administered.

2. After the procedure and precautions have been fully ex-
plained and the patient’s questions fully answered, the
patient will be instructed to use the bathroom.

3. Wearing gloves and a labcoat and using tongs, the nuclear
medicine physician or his/her dessignate, will assiat the




patient in taking the capsule(s).

Having swallowed the capsule, the patient will be im-
mediately dismissed.

The room or area in which the capsule was administered
will the be surveyed for any possible contamination, and
the results recorded.

Wnenever handling I-131 sodium iodide capsules, gloves,
labcoats, finger and whole body badges will be worn, and
remote handling devices such as tongs, will be used. In
general, all steps will be taken that are necessary to
ensure that radiation levels in unrestricted areas will
be maintained less than limits specified in paragraph
20.105 (b)) of 10CFR, Part 20, and to keep exposure to
personnel in these areas ALARA.
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ALARA Program

Appendix 0O procedures will be followed, as outlined in
Regulatory Guide 10.8, Revision 1, October, 1980.
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