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INSTRUCTIONS - Complete Iterms | Bwough 26 if this B an initial appIcation or an apphcation for renews! of a license  Use supplemental sheen
where necessery 1tem 26 must be compiered on sl appications and ugned Reta:n one copy  Submit orgenel and one copy of entire
wpicanon 1o Dwector. Office of Nuckesr Materials Satety and Sateguards U S Nucies Reguiatory Commueson Washington D C
20555 Upon aporovel of thas sppication. the appicant will recerve » Matenals License An NRC Material License i @sued in sccord-
mwmwwmurunc.aarmm.mnnnuwammr.n. 10
Code of Federsl Regulstions. Ports 19, 20 and 35 and the licenae fee provisson of Title 10. Code of Federsl Reguistions Pact 170 The
hconse foe category shoukl be stated w [term 26 and the appropriate fee enciosed

firm_ clinic, physician, etc) INCLUDE ZIP CODE

T.a. NAME AND MAILING ADDRESS OF APPLICANT {msptvbon,

Doctors Hospital, Incorporated

420 Austin Ave.

Massillon, Ohio 44646

TELEPHONE NO.. AREAcoDe(216) 837 7200

1.b. STREET ADDRESSI(ES) AT WHICH RADIOACTIVE MATERIAL
WILL BE USED (/f akflerent from 1.a) INCLUDE ZIP CODE

Same

7 PERSON TO CONTACT REGARDING THIS APPLICATION

Charles Anthony Giomuso,Consultant

Nuclear Medicine Associates

TELEPHONE NC. AREACODER]16) 641 5789

3. THIS IS AN APPLICATION FOR: (Check apprapnete item)
a [ NEW LICENSE

a0 AMENDMENT TO LICENSE NO.
c. K menewaL oF License no. _34=-13381-01

CINDIVIDUAL USERS (Name mnawidualis who wili use or cirectly

supervise use of radi0active marenal. Completw Suppiements A and B

for each indwidue. )

Refer to Item #8

5 RADIATION SAFETY OFFICER (RSO) (Neme of person designamed

as raciation safety officer I other than indiwidus! user. complete resu-
me Of travning and experence & n Supplement A |

Robert Reither, D.O. with consulta-
tion from Nuclear Medicine AssocC.,
Cleveland, Ohio 44125

6.a RADIOACTIVE MATERIAL FOR MEDICAL USE

rems | SHAXIMUM MaRK MAXIMUM
POSSE
RADIOACTIVE MATERIAL DESIRED mem ADDITIONAL ITEMS. DESIRED ”f?.i.'r"s”
LISTED IN “x | fin millicuries) “X* | fin millicures)
JODINE-131 AS I0DIDE FOR TREATMENT
10CFR 31.11 FOR IN VITRO STUDIES X 3 ¥ 0 OF HYPERTHYROIDISM X 200
10 CFR 35100, SCHEDULE A, GROUP | ASNEEDED || PHOSPHORUS 32 AS SOLUBLE PHOSPHATE
X FOR TREATMENT OF POLYCY THEMIA
B e i s & i VERA LEUKEMIA AND BONE METASTASES .
i . x | ASNEEDED |1 ORUS 32 AS COLLOIDAL CHROMIC
PHOSPHATE FOR INTRACAVITARY TREAT-
10 CFR 35 100, SCHEDULE A, GROUP 11 % 2000 MENT OF MALIGNANT EFFUSIONS.
GOLD-198 AscEmLsuo;g: uma.e.mm
CAVITARY TREATMEN AL
10 CFR 35.100,SCHEDULE A, GROUP I\ ASNEEDED || EFFUSIONS.
: JODINE-131 AS I0DIDE FOR TREATMENT
10 CFR 35 100, SCHEDULE A, GROUP V AS NEEDED || OF THYROID CARCINOMA

10 CFR 36 100 SCHEDULE A, GROUP V!

XENON-133 AS GASOR GAS INSALINE FOR
BLOOD FLOW STUDIES AND PULMONARY

FUNCTION STUDIES X 500

6b. RADIOACTIVE MATERIAL FOR USES NOT LISTED IN ITEM 6.a. (Sesiec sources up to 3 mC: ..Rfa
caiibration and reference standerds are authorized under Secoon 35.14(d), 10 CFR Part 35, and NEED NO

O®1vEp
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INFORMATION REQUIRED FOR ITEMS 7 THROUGH 23

'S ‘)

;ummnuouwn,Mmmmmmm.mumwmdmumwwm.aqh g !
sach item on & separate sheet. identify the item number and the date of the application in the lower right corner of sach page. If |-
mmu‘mm:hﬂnmWﬂ&ﬂhfw.hm-mwm.wtwﬂy“tm
number and date of the referenced guide: Regulstory Guide 10.8

7. MEDICAL ISOTOPES COMMIT (EE

15 GENERAL RULES FOR THE SAFE USE OF
‘ RADIOACTIVE MATERIAL (Check One)

Names and Specialties Attached; and

X Appendix G Rules Followed; with addendum

X Duties as in Appendix B; or
{Check One)

Equivalent Duties Artached

Equivalent Rules Attached

16. EMERGENCY PROCEDURES (Check One)

8. TRAINING AND EXPERIENCE

X | Appendix H Procedures Followed ; or

and

pplements A & B Attached for Each Individual User

Equivalent Procedures Attached

Supplement A Attached for RSO.

17. AREA SURVEY PROCEDURES (Check One)

9. INSTRUMENTATION  (Check One)

Appendix | Procedures Followed ; or

X Appendix C Form Attached; or

X Equivalent Procaedures Attached

List by Name and Model Number

18. WASTE DISPOSAL (Check One)

10. CALIBRATION OF INSTRUMENTS

X |Appendix J Form Attached; or

Appendix D Procedures Followec for Survey
instruments; or
(7 reck One)

X | Equivalent Procedures Attached; and

Equivalent Information Attached

THERAPEUTIC USE OF RADIOPHARMACEUTICALS

19. {Check One)

Appendix D Procedures Followed for Dose
Calibrator; or

(Check One)
% | Equivalent Procedures Attached

X |Appendix K Procedures Followed with addendum

. Equivalent Procedures Attached

11, FACILITIES AND EQUIPMENT

20. THERAPEUTIC USE OF SEALED SOURCES

¥ | Description and Diagram Attached

Detailed Intormation Attached; and

12. PERSONNEL TRAINING PROGRAM

Appendix L Procedures Followed; or

¥ | Description of Training Attached

{Check One)
Equivalent Procedures Attached

13, PROCEDURES FOR ORDER!ING AND RECEIVING
RADIOACTIVE MATERIAL

PROCEDURES AND PRECAUTIONS FOR USE OF
21. RADIOACTIVE GASES (e.g., Xencn — 133)

X | Detaited Information Attached

X |Detailed Information Attached

PROCEDURES FOR SAFELY OPENING PACKAGES
14, CONTAINING RADIOACTIVE MATERIALS
{Check One)

" RADIOACTIVE MATERIAL IN ANIMALS

PROCEDURES AND PRECAUTIONS FOR USE OF |

Detailed Information Attached

X Appendix F Procedures Followed; with addendum

PROCEDURES AND PRECAUTIONS FOR USE OF
23. RADIOACTIVE MATERIAL SPECIFIED IN ITEM 6

Equivalent Procedures Attached

Detailed Information Attached

NRC FORM 313Mm
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24. PERSONNE L MONITORING DEVICES

d. OTHER (Specify)

lomzmw o SUPPLIER EXCHANGE FREQUENCY ‘
x| e R.S. Landauer, Jr. & Sons,Inc. Monthly
. m! "o
OTHER Specity)
L ;
r’ FINGER| x | Two R.S. Landauer, Jr. & Sons,Inc. Monthly
OTHE R Specify)
FiLM
c. WRIST TLO
OTHER (Specify)

-
2. FOR PRIVATE PRACTICE APPLICANTS ONLY

s HOSPITAL AGREEING TO ACCEPT PATIENTS CONTAINING RADIOACTIVE MATERIAL
NAME OF HOSPITAL b ATTACH A COPY OF THE AGREEMENT LETTER
SIGNED BY THE HOSPITAL ADMINISTRATOR.

SRR fr— . WHEN REQUESTING THERAPY PROCEDURES,
ATTACH A COPY OF RADIATION SAFETY PRECAU-

cITY luan ‘ ZIP CODE TIONS TO BE TAKEN AND LIST AVAILABLE
RADIATION DETECTION INSTRUMENTS.

26. CERTIFICATE

(This item must be completed by applicant)
g’ RECFHVED

The applicant and any official executing this certificate on behal! of the applicant named in (tem 1a certify that ths application is prepared in
cortormity with Title 10, Code of Feders! Regulstions, Parts 30 and 35, and that all information cmoim,am.ny supplements
attached hereto, is true and correct 10 the best of our knowiedge and belief.

b APPLI R CERTH VAR AL (Sigregure)
a LICENSE FEE REQUIRED X / (/’)/W}%C Q

(See Secvon 170 31, 10 CFR 170) (1) NAME (Type of Priat) .
X RODEM (0B ASA

(1) LICENSE FEE CATEGORY TITLE

x KaoTionSagery DEE Q.

c. DATE

x Y SIES
gonTRoLNO. T 8O

7C

{2) LICENSE FEE ENCLOSED § _580.00
NRC FORM 313M (981)




PRIVACY ACT STATEMENT

Pursuant 10 5 U S.C. 552a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93-579), the following
statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on NRC Form 313M.
This information is maintained in a system of records designated as NRC-3 and described at 40 Federal Register 45334
(October 1, 1975).

1. AUTHORITY Sections B1 and 161(b) of the Atomic Energy Act of 1954 as amended (42 USC 2111 and 2201(b))

2 PRINCIPAL PURPOSE(S) The information s evaluated by the NRC staff pursuant to the criteria set forth in 10 CFR
Parts 30-36 to determine whether the application meets the requirements of the Atomic Energy Act of 1954, as amended,
and the Commission’s regulations, for the 15 .ance of a radicactive rraterial license or amendment thereof.

3 ROUTINE USES The information may be used (a) 10 provide records 1o State health departments for their information
and use. and (b) to prowvide information to Federal. State, and local health officials and other persons in the event of inci
dent or exposure, for their information, investigation, and protection of the public health and safety The information
may also be disclosed to appropriate Federal, State, and local agencies in the event that the information indicates a
violation or potential violation of law and in the course of an administrative or judicial proceeding. In addition, this in-
formation may be transferred to an appropriate Feceral, State, or local agency to the extent relevant and necessary for
a NRC decision or to an appropriate Federal agency to the extent relevant and necessary for that agency’s decision about
you A copy of the license issued will routinely be placed in the NRC's Public Document Room, 1717 H Street, NW_
Washington, D.C

4 WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING

INFORMATION Disclosure of the requested information 1s voluntary. |f the requested information 1s not turnished
however the application for radioactive material license, or amendment thereof, will not be processed.

5 SYSTEM MANAGERI(S) AND ADDRESS Director, Division of Fuel Cycle and Material Safety, Office of Nuclear Mate:
rial Safety and Safeguards, U.S Nuclear Regulatory Commission, Washington, D.C. 20555

NRC FORM 313
98
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o RADIATION SAFETY COMMITTEE

The membership of this committee will consist of at least three
members and will include:

1. the radiation safety officer
2, the hospital administrator or other administrative
official directly responsible to the hospital -
administrator in the hospital's internal chain of
command;
3. an authorized user for each type of use permitted
by the license; and
4. a representative of the hospital's nursing staff,

The names and quallticatibns of the committee members will be
documented in the committee's records, will be updated as
necessary, and will be available for inspection by the NRC,

Item #7

1 of 3 pages
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Responsibility:

The committee is responsible
for:

1. Ensuring that all indi-
viduals who work with or in
the vicinity of radioactive
material have sufficient
training and experience to
enable them to perform their
duties safely and in accord-
ance with NRC regulations
and the conditions of the
license.

2. Ensuring that all use of
radiocactive material is con-
ducted in a safe manner and
in accordance with NRC regu-
lations and the conditions of
the license,

Duties:
The committee shall:

1. Be familiar with all per-
tinent NRC reguiations, the
terms of the license, and
information submitted in sup-
port of the request for the
license and its amendments.

2. Review the training and
experience of all individuals
who use radioactive materials
(including physicians, tech-
nologists, physicists, and
pharmacists) and determine
that their gqualifications are
.sufficient to enable them to
perform their duties safely
and in accordance with NRC
regulations of the license.

APPENDIX B
RADIATION SAFETY COMMITTEE

3. Establish a program to ensure
that all individuals whose duties
may require them to work in the
vicinity of radioactive material
(e.g., nursing, security and house-
keeping personnel) are properly
instructed as regquired by 19.12

of 10 CFR Part 19.

4. Review and approve all requests
for use of radioactive material
within the institution.

5. Prescribe special conditions
that will be required during a
proposed use of radioactive mate-
rial such as requirements for bio-
assays, physical examinat:ions of
users, and special monitoring
procedures.

6. Review the entire racdiation
safety program at least annually

to determine that all activities
are being conducted sarely and in
accordance with NRC regulations

and the conditions of the license.
The review shall include an exam-
ination of all records, reports
from the radiation safety officer,
results of NRC inspections, written
safety procedures, and the adegquacy
of the institution's management
control system,

7. Recommend remedial action to
correct any deficiencies identi-
fied in the radiation safety
program,

8. Maintain written records of
all committee meetings, actions
recommendations, and decisions.

Item #7
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9. EBnsure that the byproduct

material licenpe is amended, when

necessary, prior to any changes

in facilities, equipment, policies,
rocedures, and personnel, as spec-
fied in the license.

Meeting Frequency:

The Radiation Safety Committee
shall meet as often as necessary
to conduct its business but not
less than once in each calendar
quarter.

Item #7

3 of 3 pages
Prepared: 3/25/85
Lic. # 34-13381-01

1084



Robert Reither, D.O.

John Uslick, D.O.

Hulsi Ergun, M.D.

R. Sassano, M.D.

Groups I, II, III
Xenon-133
In Vitro Studies

Groups I, II, III

Xenon-133
In Vitro Studies

All

All

For training and experience for the above listed physicians, refer
to previous application under NRC license #34-13381-01.
(Doctors Hospital, Incorporated, Massillon, Chio)

Item #8
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APPENDIX C

INSTRUMENTATION

1. Burvey meters

a. Manufacturer's name: Texas Nuclear
Manufacturer's model number: Log Series
Number of instruments available: 1
Range: 0.0 mR/hr to 200 mR/hr
Range: 0.0 sR/hr to 2000 mR/hr
b. Manufacturer's name: Atomic Products
Manufacturer's serial number: 525
Number of instruments available: 1
Minimum range: 0.0 mR/hr to 0.05 mR/hr
Maximum range: 0.0 mR/hr to 50.0 mR/hr
2. Dose Calibrator
Manufacturer's name: Capintec
Manufacturer's model number: CRC-5
Number of instruments available: |
3. Instruments used for diagnostic procedures
Type of Instrument Manufacturer's Name Model No.
Scintillation Camera Searle Pho Gamma IV
Scintillation Camera Technicare Sigma 438
Uptake Probe/Scaler Nuclear Chicago Not Available
4. Other (e.g., 1liquid scintillation counter, area monitor,
’ velometer)

Item 49
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CALIBRATION OF INSTRUMENTS

Survey meters will be checked for operability each day of
use. This will be accomplished by holding the detector
against an instrument check source or the dose calibrator
sealed constancy source depending on the instrument or range
to be tested. If any reading with the same geometry is not
witain ¢+ 20% of the reading displayed after calibration, the
inscrment will be recalibrated. The reading obtained will be
included on all recorded surveys.

The wunits will be calibrated after servicing and at least
annually by the manufacturer or by Nuclear Medicine
Associates, Cleveland, Ohio, in accordance with the procedure
outlined in application for NRC license $34-16272-01.
Records of these calibrations will be maintained and
recommendations for repair will be followed. A survey meter
will not be used beyond the anniversary of its last
successful calibration,

Arrangements will be made for the availability of at least
one survey meter while a unit is away for calibration or
repair.

The dose calibrator will be calibrated as follows:

1. Sealed sources will be used to establish accuracy. The
will consist of:

Nuclide Suggested Activity  Activity (mCi)  Accuracy

Co-57 3 - 5 mCi 1 mCi or more Within + 5%
Ba-133 0.1 - 0.5 mCi 100 uCi or more Within + 5%
Cs-137 0.1 - 0.3 mCi 100 uCi or more Within + 5%

2. The accuracy of the assay of the above standards will be
at least 4+ 5% and traceable to National Bureau of

Standard sources,

3. The calibration procedure will be as follows:

Item #10
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The dose calibrator will be checked for accuracy at
annual intervals and following repair using sealed
sources having energies which encompass that
portion of the spectrum of energies for which the
dose calibrator is used. Nuclides that will be
used are listed in Item 1 above.

The activity displayed by the dose calibrator must
agree with the stated assay within £ 5% of the
limits of the standard's calibration accuracy. If
the unit displays readings with an error greater
than + 5%, arrangements will be made for immediate
repair or adjustment.

The dose calibrator will be checked for constancy
each day of use. This will be accomplished using a
Cs-137 standard. The sealed source will be placed
in the chamber and the unit set to measure that
nuclide. The activity displayed with background
and decay considered, must fall within £ 5 of the
predicted activity based on the value obtained at
the time of the original accuracy test.

The daily constancy check will be extended to
include verification of displayed activities using
the same standard but with the dose calibrator set
to measure each of the different nuclides to be
assayed on that day. With background and decay
considered, variation in displayed activities must
fall within #+ 5% of the activity shown at the time
of the mcst recent accuracy check. If wvariations
greater than % 5% are noted, arrangements will be
made for immediate repair or adjustment.

The dose calibrator will be checked for activity
linearity at quarterly intervals and following
repair, This test will be performed using the
maximum dose received from a Radiopharmacy or the
first elution from a new Mo-Tc generator. In the
latter case, after assaying the entire elution
vial, an aliquot will be drawn calculated to
contain 200 mCi. The aliquot will be assayed for
agreement with the calculated activity to within %
58. If 200 mCi cannot be spared for performance of
linearity testing, an aliquot less that 200 mCi
will be drawn and used. The reduced amount will

Item #10
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then be established as the maximum activity to be
employed for patient doses or kit preparation for
the remainder of the quarter or until linearity
testing can be repeated utilizing a greater
activity. In this way, the accuracv of the unit
will be assured in the measurement of activity from
the maximum on hand to a quantity approsimately the
maximum amount drawn and assayed for kit
preparation.

To reduce personnel exposure from a whole vial
measurement of activity, an alternate method of
obtaining a source for the activity linearity check
may be used. An aliquot such as 0.3 to 1.0 ml will
be withdrawn from the elution vial and assayed in a
syringe. The concentration of the eluent can be
determined by dividing the displayed activity by
the volume in the syringe. A 200 mCi aliquot
contained in the proper volume can then be
withdrawn from the elution vial and used for the
linearity test. If 200 mCi cannot be used, the
amount used may be lesrf but the same restrictions
as cited in the paragraph immediately preceding
will apply. In this way, the accuracy of the dose
calibrator will also be assured in the measurement
of activities approximating the maximum quantities
used for kit preparation.

The linearity test will be continued by repeating
the assay of the test aliquot several times a day
over a two to three day period until a measurement
is made in which the activity displayed is
approximately the minimum dose likely to be used in
a patient study and also less than the activity
displayed during the annual accuracy check
utilizing the standard with the energy similar to
that of Tc-99m. In this way, the accuracy of the
dose calibrator will be assured in the measurement
of individual doses throughout the entire ranges of
doses drawn for kit preparation and patient
studies.

The above linearity test data will be plotted as a
function of activity vs. time and compared to
predicted activities vs. the same time. The
acceptable range of error will be % 5%. If test
result error exceeds + 5%, arrangements will be

Item #10
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made for immediate repair or adjustment. The unit
may be used in the interim using predetermined
correction factors.

As an alternative procedure, the linearity test can
be performed with the use of the Calicheck Kit from
Calcorp, Inc. The manufacturer's instructions for
use dated 3/2/82 will be followed. The source used
shall be the first elution of a new generator or
the activity of the largest dose obtained from a
Radiopharmacy if a Radiopharmacy is used., Limits
‘of acceptability and corrective actions will be as
described above.

|

d. The dose calibrator will be tested for geometrical ‘
variation at the time of installation and following |
chamber or liner repair or replacement, This test |
will be performed using approximacely 2 mCi of Tc- |
99m in a geometrical configuration approximating ‘
that of a point source. The source geometry will
then be changed by dilution with assays performed ‘

at each step. A comparison will also be made to

quantify the reduction in displayed activity caused

by assaying sources in plastic versus glass

containers.

The data will be analyzed relating the various
readings to the reading acgquired while the test

| source was in the geometry of the Co-57 accuracy
standard. Correction factors will be used in
clinical assays when geometry induced errors exceed
+ 2%,

In the event the dose calibrator should fail or if
it is away for repairs, the nuclear medicine
program will be continued tarough the
implementation of the following procedure:

1. A substitute dose calibrator will be acquired.

2. Eluents and/or doses will ba assayed in a dose
calibrator located at the nearest cooperating
institutions having a functional and properly
calibrated unit. If activities must be
transported for this purpose, they will be

Item #10
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shielded with sufficient lead to reduce levels
to 2.0 mR/hr or less on contact with the
shield, wrapped in sufficient absorbant
toweling to absorb ten times the 1liquid
volume contained in the vial or syringe,
marked with labels indicating the presence of
radiocactivity, and carried by one occupaticnal
person assigned to this task throughout the
entire trip. This same person will perform
the assay, record the data, and return the
activity to the location of authorized use.

Method #2 will be depended upon only in cases of
medical emergency and until a functional dose
calibrator can again be acquired. If only the
activity of the eluent is known, mathematical
calculations will be used to determine activity
needed for patient doses.

The above assay techniques will enable the
measurement of Technetium-99m and its Molybdenum-99
contaminant to within 1+ 10% of the true assay.
Every effort will be made to expedite repair and
return of the dose calibrator.

Diagnostic instrumentation will be calibrated as
follows:

1. The camera pulse analyzer will be calibrated
using Tc~99m and a uniform flood check will be
performed each day of use.

2. Well counters will be calibrated each day of
use with a long lived reference standard such
as Ce-137, Ba-133, Co-57, or simulated I-125,

Item #10
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FACILITIES AND EQUIPMENT DESCRIPTION

All radioactive sources are stored in such a manner (lead,

concrete, refrigerator) so as to not exceed ZmR/hr at the surface
of the barrier.

Mo-99/Tc~99m yenerator when used will be stored and eluted in the
designated area. It will be shielded with lead bricks such that
levels from all avenuves of approach do not exceed 2.0mR/hr.
Spent generators will be stored in the location identified in the
attached diagram.

During elution, the eluate will be collected, assayed, and stored
in a wvial held in a quarter inch lead pig except during brief
periods of transfer. Transfer of the eluate or portions of the
eluate will be made by the use of syringes retained in lead
shields designed for this purpose.

Eluates and compounds made from eluates will be drawn,
synthesized, assayed and stored in lead vials or syringes such
taat levels as measured at contact with a low level survey meter
do not exceed 2.0mR/hr except for brief periods during the actual
transfer.

Radioactive materials obtained from radiopharmacy suppliers will
be stored in their original shipping containers. If necessary,
the doses will be placed behind additional shielding to reduce
activity levels emitted from the container to 2mR/hr or less.

Syringe shields will be used on all accessories requiring the
transfer of radiopharmaceuticals from vial to vial and in drawing
up patient doses. Syringe shields will also be used in the
administration of doses to patients except when the patient's
well-being may be compromised. Under these circumstances, the
dose containing syringes will be kept shielded up to the moment
of injection.

Steps in the preparation of compounds requiring periods of
heating, shaking, agitation or mixing will be performed utilizing
lead shielding and/or mechanical or ultrasonic agitation
equipment and/or remote handling devices (tongs, forceps, etc.)
such that levels during the above period as measured by a low
level survey meter do not exceed 2.0mR/hr.

Protective outer garments, such as laboratory coats and rubber
gloves will be worn while handling radioactivity in wuncontained
form,

Item #11
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All possible set-ups will be made on easily cleanable trays. All
trays and all other work surfaces will be covered with disposable

absorbent paper.

A decontamination kit will be maintained in the department. It

will include the following items:

DECONTAMINATION KIT

1. Warning tape, c¢ alk & signs
2. Plastic bags, small

3. Disposable gloves

4. Masking tape

5. Forceps, tongs

6. Large plastic bags

7. Sponges, 4 x 4

8. Paper towels

9. Radiac wash or detergent
10. Scouring powder

11. Tags

12. Scissors

13. Whatman #1 filter paper

14, Chux

15. G-M survey meter

PURPOSE

posting of area

shoe covers, wet containers

hand protection

fasten shoe covers, etc.

safe handling

for contaminated material

sopping up

blotting & drying

detergent

friction

identification

cut absorbent paper, etc.

taking swipes following
decontamination

cover area following
decontamination

monitoring

Item #11
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Air Supply
Air Exhaust
Sink

Lead Castle

SN

1 Lockable Door
2 Isotope Receipt Area
sl

Kit preparation
_4 Isotope Storage
_3 Dose Preparation
_5 Waste Storage
_6 Dose Calibrator
_7 refrigeration
_8 Camera/Console

Adjacent Areas

A Hallway
B X-ray Room
C Outside

Lead Shielding

B Isotope Storage
2'L x 3' Wx8" Hx2"T

3 gtandard L-Block Shield
L % W x H x T

5
18"L x 18"w x 2'Hx4%" T

+ 325
CFM
)
A.
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Pacilities and Equipment
Diagras
Remote Waste Storage Site

Alr Supply

Air Exhaust

Sink

Lead Castle 5

O

Scanner
Uptake
Well
Scaler 4
Camera

File

Lockable Door ; pPadlock
Isotope Receipt Area 3
Generator

Kit preparation e
Isotope Storage

Dose Preparation
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PERSONNEL TRAINING PROGRAM

In accordance with Section 19.12 of 10 CPFR, Part 19, the
following is a description of the training required for all
personnel who work with or in the vicinity of radiocactive
materials:

1. The nuclear medicine department will be staffed by
individuals who will be classified as occupational
employees. These individuals will perform their duties
from the radiation safety viewpoint under the direction
of the physician(s) named on the license application.

2. Every effort will be made to hire nuclear medicine
technology registered or registry eligible personnel to
work with radioactive material. Orientation of such
personnel for a day or two by the physician(s) named on
the 1license and/or by the supervising technolcgist will
include the following:

a. Indicate areas where radioactive materials are used
or stored.

b. Potential hazards associated with radiocactive
materials.

C. Radiological safety procedures appropriate to their
respective duties,

d. Pertinent NRC regulations.

e. The rules and regulations of the license.

£. The pertinent terms of the license.

g. Their obligation to report unsafe conditions.

h. Appropriate response to emergencies or unsafe
conditions.

i. Their right to be informed of their radiation
exposure and bioassay results.,

i. Location where the licensee has posted or made
available notices, copies of pertinent regulations,
and copies of pertinent licenses and license
correspondence), as required by 10 CFR, Part 19,

If evaluation of the radiation handling techniques of a
new technologist is found to be inadequate, arrangements
will be made to send the employee for a 40 hour formal
course from our consulting physicists, Nuclear Medicine
Associates, Cleveland, Ohio. This course cocbines
didactic and clinical training which will include points
*b" through "i" listed above, as well as quality control
and patient procedures.
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3. Our consulting physicists, mentioned in this addendum,
will wvisit our facility quarterly to review all
procedures, equipment and records. Personnel will
receive refresher training relative te duties,
regulations, or terms of the license during these visits
or by the physician(s) named on this license
application, or by supplementary training at least
annually or more frequently, as needed.

4. Access into areas where radioactive material is stored
or used will be restricted for nonoccupational
personnel. When it is necessary for nonoccupational
personnel to enter these areas, as in the case of
certain patients who need special care, personnel so
involved will be present under the direction of the
nuclear medicine technologist, who will ensure that the
exposure of these persons is held to the minimum
required for the performance of the nuclear medicine
procedure. Further, all nonoccupational personnel will
receive instruction as to the location and potential
hazards associated with radioactive material during
their orientation process and annually thereafter in the
form of verbal instructions and/or interdepartment
memos.
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PROCEDURES POR ORDERIN~ AND RECEIVING RADIOACTIVE MATERIAL

The chief nuclear medicine technclogist or his/her designee
will place all orders for radioactive material and will
ensure that the requested materials and quantities are
authorized by the license, and that possession limits are
not exceeded. The receipt area identified in the Item #11
diagram is designed such that radiation levels in
unrestricted areas do not exceed the limits specified in
10 CFR 20.105.

During nérmal working hours, carriers will be instructed to
deliver radioactive packages directly to Nuclear Medicine, If
this is not practical, responsible personnel (indicated in
the memorandum below) will sign for packages containing
radioactive materials and immediately take them to this
location, Alternatively, trained nuclear medicine personnel
will sign for and transport packages to the appropriate
department,

During off-duty hours, supervisory personnel will arrange to
have delivery of radioactive packages in accordance with the
procedures outlined in the following directive:

TO Emergency Room, Security

FROM: Nuclear Medicine

SUBJECT: Delivery of packages containing radioactive
materials

If couriers or common carriers attempt delivery of packages
containing radioactive materials, the supervisor on duty will be
contacted. He/she will have the carrier escorted to nuclear
medicine by personnel who have been assigned this duty.
Alternatively, hospital personnel will deliver the package to the
receipt area. Under these conditions, people transporting the
packages will receive special training for this purpose,
Personnel not trained in the proper handling of radioactive
materials are not to personally accept packages containing
radioactive materials. The packages will be secured against
unauthorized removal. When delivered packages are wet or appear
to be damaged, the RSO is to be immediately contacted.* The
carrier should be requested to remain until it can be determined
that neither he nor the delivery vehicle is contaminated.

*Radiation Safety Officer: Robert Reither, D.O.

Item $#13

1 of 1 page
Prepared: 3/25/85
Lic. ¢ 34-13381-01




APPENDIX P

PROCEDURES FOR SAFELY OPENING PACKAGES
CONTAINING RADIOACTIVE MATERIAL

1. Special requirements will be followed for packages containing
gquantities of radiocactive material in excess of the Type A
quantity limits as specified in paragraphs 20.205 (a)(l) and
(c) (1) of 10 CFR Part 20 (more than 20 Ci for Mo-99 and
Tc-99m) . They will be monitored for surface contamination
and external radiation levels within 3 hours after receipt if
received 'during working hours or within 18 hours after
receipt if received after working hours, in accordance with
the requirements of paragraphs 20.205 (a) through (c). All
shipments of liquids greater than exempt quantities will be
tested for leakage. The NRC Regional Office will be notified
in accordance with the regulations if removable contamination
exceeds 0,01 uCi/l00 cm2 or if external radiation levels
exceed 200 mR/hr at the package surface or 10 mR/hr at 1lm,

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

a. Put on gloves to prevent hand contamination.

b. Visually inspect package for sign of damage (e.g.,
wetness, crushed). I1f damage is noted, stop procedure
and notify Radiation Safety Officer.

Ce Measure exposure rate at lm from package surface and
record. If > 10 mR/hr, stop procedure and notify
Radiation 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 precautionary steps:

(1) Open the outer package (following manufacturer's
directions if supplied) and remove packing slip.

(2) Open inner package and verify that contents agree
with those on packing slip. Compare requisitiont*,
packing slip, and label on bottle.
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Check integrity of final source container (i.e.,
inspect for breakage of seals or vials, loss of
liquid, and discoloration of packaging material).

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

Wipe external surface of final source container shield
and remove wipe to low background area. Check wives
with a G-M survey meter, and take precaution

against the spread of contamination as necessary.

Monitor the packing material and packages for
contamination before discarding.

(1) If contaminated, treat as radiocactive waste.

(2) I1f not contaminated, obliterate radiation labels
before discarding in regular trash.

3. Maintain records of the results of checking each package.
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ADDENDUM ITEM $14

The procedure for safely opening packages containing radioactive
materials as outlined in Appendix F, Licensing Guide 10.8 will be
subscribed to with the following exceptions. The procedures
shall not be applicable to prepackaged in vitro kits received
without evidence of shipping damage except that radiation labels
will be obliterated. Evaluation of final source container wipe
smears will be performed with a survey meter listed in Item #9 of
license application.
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Pathology Department

PROCEDURES FOR OPENING PACKAGES CONTAINING
RADIOACTIVE MATERIAL

Visually inspect package for any sign of damage (e.g.,
wetness, crushed). If damage is noted, stop procedure and
notify the Pathologist on duty.

Inspect the package for the presence of D.O.T. diamond-shaped
radioactive White I, Yellow 1I, or Yellow III labels.

If no D.O.T. label or a White I label is present, go to step
¢5 below.

If a D.0.T. Yellow II or Yellow III radioactive label is
affixed to the package, notify the nuclear medicine
department. The package belongs <ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>