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Brown' County General Hospital, Georgetown, Ohio, wish to

continue to operate under our current license. I'have
sui >mitted some documents that reflect our current program.*

Everthing is.the same as before except one main thing which

is a new radiologist.
.
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Brown County General Hospital has a new radiologist, Julie
Ann Farrell,M.D. She is currently on Bethesda Base Hospital,
Cincinnati, Ohio Nuclear Medicine,NRC s license. Her license

number is 34-10921-03. (Bethesda s)
We would like to add her to our license or to admend her to
our license.
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NUCLEAR MEDICINE SERVICES

.

POLICIES.
,

1. Nuclear Medicine consultation and services shall be conveniently
available to meet the needs of the patient.

2. With the use of radiopharmaceuticals, scintillation counters and 1

imaging devices, tests and exams will be performed to aid in the
diagnosis and treatment of patients within the hospital and the
surrounding communities.

3. All radioactive materials, reagents, and standards shall be prepared,
stored, and periodically checked to ensure accuracy, patient safety
and precision of results.

4. Nuclear Medicine diagnostic and therapeutic services shall be i cformej
pg only upon the written request of the responsible physician.

5. Records required by federal, state and local authorities, as weil as
records consistent with competent practice of nuclear medicine, shall
be maintained.

.
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.- RADIOACTIVE MATERIALS+ -

|
,

I.- 99mTc
A. MAA

-.
;

B. MDP '

C.- SULFUR COLLOID

D. DTPA
,

E. DISOFENIN

F. MECKELS (99"TcO4)
* ~

G. PYP

* .123
7

III. 133Xe ;

i

' IV.
75 "

Se

*

20lT1
.

7

LUNG (PERFUSION AND VENTILATION) , BONE, LIVER AND SPLEEN
,

BRAIN, NUCLEAR GALLBLADDER, PANCREAS, THYROID, GI BLEEQ

IIEART. ~

i

,

4

'

I
.

MOLNO. 7 8 4 a 4
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9. INSTRU!ENTATION

1. Survey Meters
,

a. M5nufacturer's name: Victoreen Instrument Division
Manufacturer's model number: 49%
Ranges: 0-1, 0-10, 0-100 mR/hr and 1 R/hr

.

b. Manufacturer's name:
Manufacturer's model number:*

.

Ranges:
3

c. Manufacturer's name:
Manufacturer's model number:
Ranges:

~

2. Dose'dalibrator

. Manufacturer's name: Capintec Company

Manufacturer's model number: * CRC-6
,+

3. .DiagnosticIbstruments
.

Manufacturer's
Type of Instrument Name Model 1:o.

,

Gamma Camera Picker Corporation -
-

,
.

.

4. Other (monitor)

Manufacturer's name:
Manufacturer's model number:
Ranges:_

..

.

Iten No. 9
December 11, 1979,

.
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1. G-ti survey r.. e t e r is ealibrate, a n n u a '. ; y and i o i l c u i r.

' repair or battery replacenent.,

2. Calibration is accomplished by takina reiilinn, it v .. f i o u i

points from the calibration saurce a n ,1 a d j u s t i n ;: the eter
readings to within + 10% of too calculated e:.r o .o r e rates ,

*

|for those points. The points .i r e chosen so that two
readings, w h i.c h are s e p a r a t e<i by at least 5 0., of tne scale,

i
.
,

are taken in each scale. |
|

'2263. The calibration source used is a 1 mg Ra needle I

manufactured by the Radium Chemical Company, :nc l' t ; -

tration is 0.5 mm Pt equivalcat and the calibration of the

source activity is traceable to H ii S r; t a n d a r d s .
4. Calibration is donc by James G. Kerciakes. P i. D.. Radio-

logical Physicist, at the University of Cincinnati .': c d i c a l
Center. *
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lon Chamber Survey Meter (Cutic l'i e ) Calibrated Procedure'

1
* *'v: .

,

' g; .,. 1. Cutic Pie is' calibrated annuall and calibrated following repair or
] % battery replacement.

" *

d *3,j ' ' 2. Calibration is accomplished by taking readings.at various points,fromM I. '
*p..

1 - the calibration source and adjusting the meter readings to within +'

sjj .', , 10% of the calcufated exposure rates for those points. The pointa
.

are chosen so that two readings, which ' arc separated by at least 50%
[!.jt:. of the scalc, arc taken in cach t.cale.

.

$. ' '
-

;

, , -

3 ;, , 3. The calibration saurce used is an EON Corporation Gamma Survey
I- Instrument Calibrator, Model 64-764, Scrial number 123, marketed by-

(i r[ 4 ' Nucletir Associates, Inc. The calibrator contains 100 mci, and the
,| ,' design'and manufacture meet NRC requirements (cf. enclosure)

.c.
j-[ 4. Calibration donc by James G. Kerciakes, Ph.D., Radiological Physicist,

, ,
p, .. at the Universitp pf Cincinnati Nedical Center.
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10. CALI B;;AHf j_lill f ;;;! '.. ' TS

A. Survey Instruments
,

Check appropriate items

X 1. Survey instrumerits will be calibrated at least anndally
and following repair.*

,

X 2. Calibration will be performed at two points on each scale.
Th'e two points will be approximately 1/3 and 2/3 full
scale. A survey instrument may be considered properly
calibrated when the instrument readings are within 10% .

'' of the calculated or known values for each point checked.
Readings within + 20% are considered acceptable if a

'

calibration chart or graph 1-s prepared and attached to
the instrument.

.

>+
3. Sufvey instrument will be calibrated

a. By the manufacturer
.

b. At the licensee's facility

(i) Calibrated source
Manufacturer's name
Model no.

_

Activity in millicuries
Accuracy .

Traceability to primar standard

(ii) The calibration procedures in Appendix D, Section I
will be used

or
'

(iii) The step-by-step procedure.s, including radiation safety
procedures are attached.

.

X c. By a consultant or outside firm

(i) Name: James G. Kerciakes, Ph.D.

(ii) Location: University of Cincinnati Medical Center

(iii) procedures and sources i

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

.

'

X are attached
'

(r.
.

Item No. 10-

December 11. 1070*
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. .

Nuc1 car medicine teclniologi:sts recei- ( on-th -i.o t ra i n i n;; f ror, s ta t' t
.h. . radiologists (continued post r,raduate t ra i n i nr. In x-r.r: technology in-

*
-

'

cluding nuc1 car medicine lectures). Attendance by staff radiologists-

- of national meetinr,s (Radiolo;;ical Society of . orth America, /c.crican
,

,' Rocntgen t(ay* Society, etc). Attendanec by staff radiologists and i'

nuclear medicine technologists at neminars. Personnel (including i
'

technical, clerical, nursing, housekeeping, and se'curity personnel)
,

receive proper instruction in items including:

. a. Arcas where radioactive material is used or stored. !

b.. Potential hazards associated witti radioactive material,

c. Radiological safety procedures appropriate to their respect $ve
,

dutics. <

.

d. Pertinent SIiG regulations,.

c. -Rules and regulations of the licensee.'

f. Pertinent tcymil of the license. '

g. The'ir obligation to report unsafe conditions. ~

h. Appropriate response to emergencies or unsafe conditions.

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

* *

j.- Locations where the licensec has posted or made available notices,
copics of pertinent regulations,.and copies of pertinent licenses
and license conditions. *

-Personnel are properly instructed: '

,

.

a. Before assuming dutics with or in the vicinity of radioacti.c
materials.

b. During annual refresher training.

! c. Whenever there is a significant ciiange in duties, regulations, or
the terms of the license.

.

[ Educational materials include Reyulat ory (;uide 10.6 "kiide for Llic,

Preparation of Applications for Medical Progr.i.nn" and NCRI 1(eport Nos. ~
S

37,39,40,48, 53, 54 and 47.

!

|
'

-

| .

.

.

* * Item No. 12
-

December 11, 1979V
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13. PROCEDURES FOlt ORIJEl(I!!C n:ll) RECEIVI::C MI)[OACTIVE !!NIERI AI.
,

Radiopharmaceuticals will be delivered and pac,:ed (in c ;.tibrated
individual patient doses) contained in syringes lioused in lead
shield) by Pi,iarmatopes, Inc., Cincinnati, Ohio at all Lin es,

directly to t,he riuclear ttedicine Laboratory. These ra d iopha rmacei.t i ca i s
will be delivered and picked up by Pharmatopes, Inc. personnel. ,

.
,

' ,
.,

\

.- -

,

.
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Item ?o. 13*
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18. WASTl; DISI USAl. I'l;0CI'i,Upi.S"

.. . .

.

, . .

di;. i ..ii 1. Litguid U,n. e i-

. iny cpnte.e r, i .il il-1i re .a I " -w.c. e .ii<. .

J.. N -

p In the %in i' a t <f bOmr S S tem i n w eo r cl4 . ' . AL*i> '*/'''t .

'

| 20.303 of la t.rP Part li . (- . ru.' . . ,

*
i Other (sperify):

____,,, _ ___ _ _ _ . , . _ . . .

I ., .

J
2. tio-99/Tc r,eiici a t.o r:. i .,

,

M'
s .

ti " supplier for disposal for disposal (Pharmatopes, Inc.,. Returned to
, M. Cincinnati,' Ohio)

| Ilcid far dec.c. untii ra.ii a t i oa 1 1- e c".e i r il ' i t .. .
,.

_,

Low-level nur cer meter and with all a i e l .l ii. re w '
.

|
reach hackr.rovind levels. All r :id,i a i i . n lahe. ato i.' 'ed. .

,

or oblitera ted and the I;cnerator - d i spo :cil of as nor .a'.-

..) trash.
,d

& *

c Disposed of hv cc n.ie rc ial waste d ir.po:.al ;.ei c i s e (nec
also No. 4 helow)y

, i

! Other (sperify1: , _ _ , _
__,_ _ ,_.,, _ , _ . , _ ._ _,, , __

. _ _ _ . . . . . _ . _ _ _ _ _ . _ _ _ . _ _ _ _ . _ . . . . . . ... __ .

U 3. Other Solid Uante in:

.3
(Check as appropriate) .-,

% N
licld f or dec.c. n n t. i t radiation l e v e l . ( .e c.r u a r . d t i - .i

low-level .n r v.. neter and with .i l ..h i e lil i ne t r.oved )'

.,7.;
.

,t
reach backr.rounii levels. All radiatico 1.ib e ' :r..

.

F remnved on obliterated and the waste ili c ro c.; el i n a. . .i'

4.*i t. r a sh .
o, .

T. -m

l[
.q Di sponeil o f ioy comme rc ia l w.i.;te il i t.p.".a l :.cr.:c.

". 4
Other (Speriiv):2.

}' . _ . . . . - . . . _ . . . . .

S

A
*'

- 4. The commercia l w.is te..d isposa l service ic.ed i :.
"a, . ._ - . _

h
'

-

--

--(flame)
_._______ _

_.(City, _ _ _ _ _ . . _ _ _ . .

State),

?) !1IIC/ Agreement State ficense No.
., _ _ _ _ _ . .

,

I t en . 13

December 31, 1979

)d
i

.
.



BROWN COUNTY GENERAL HOSPITAL
'

& HEALTH ''EN TER*
.

_Ugse1739_ggi,1g n 39_n L__
.

,

RADIAfION SAFETY COMMITTEE

I. .The Radiation. Safety Program shall be monitored by the Radiation
O

Safety Committee, a subcommittee of the Safety Committee (a sub-
committee of the Hospital's Quality Assurance Committee).

A. The Committee as of July 1984, shall consist of four members:
3hLtE Ann FArrell

1. Ben R*. ShCg0g MD, Radiologist, Chairman & Radiation-

Safety Officer.

2. Robert Burkett, Administration Assistantr[.

3. Tammy L. Newman, Nuclear Medicine Technologist.

4. James G. Kereiakes, Ph.D. Physicist (Ex-officio).

.

.II . This committe meets directly with the Hospital Safety Com:aittee.
COmtittee meets nonthly.

III. This cm mittee also meets with James G. Kerciakes, Ph.D. whenever

necessary.

GU2?hlric. 9 34 5 4
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- NUCLEAR MEDICINE SERVICES
.

I. Available conveniently

A. Nuclear Medicine services and consultation will be conven;ently
available to meet the needs of the patients as determined by the
medical Staff.,

'

B. The mechnaism for providing diagnostic and therapeutic nuclear
medicine procedures shall be clearly defined, that is, that which is
adequate for the scope and complexity of the hospital programs
offered.

C. When Nuclear Medicine procedures are perfonned outside the hospital,
the outside sources shall:

1) Be approved by the medical staff.-

2) Meet the requirements of these standards.

II. Directed by a qualified physician
'

A. A physician qualified in Nuclear Medicine and is a member of the
medical staff shall direct an organized Nuclear Medicine Department
or service.

B. Responsibilities

1) Assure proper radiation safety principles and practices are
-

observed.
2) Assure that all technical personnel are qualified for duties

performed.
3) Assure the optimum degree of quality and safety.
4) Contribute to the in service education of Nuclear Medicine

personnel.
5) Determine the type, quantity and quality of equipment for

procedures performed is adequate for reliable diagnostic studies.
6) Shall determine the standards for preparation and storage with

all radioactive materials and to assure accuracy, patient safety
and precision of results.

.

III. Provided by qualified physicians

A. A physician who practices in diagnostic and/or therapeutic Nuclear
Medicine shall have his/her clinical privileges delineated in Nuclear
Medicine based upon their training, experience and current competence.

B. The consnittee concerned with Nuclear Medicine shall recommend those
practitioners having suitable training and experience to perform

i Nuclear Medicine procedures.

1'
|

|
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C. Qualified physician responsibilities
,

1) When limited Nuclear Medicine procedures are performed witnin
the hospital, supervision shall be provided by a qualified
physician who will assure personnel safety and in keeping within
the safety requirements outlined in these standards. .

2) At least one memberof the radioisotope / radiation safety committee
must'be a physician experienced in:.

a. Safe handling of radioisotopes
b. Measurement of radioactivity
c. Determining radioisotope dosage for various patient studies

or treatments.

IV. Provided by a qualified technical staff

f A. When there is an organized Nuclear Medicine department / service, it
shall be staffed appropriately,

o

B. Technologists
'

1) Formal training and on-the-job experience of each technologist
shall be documented.

C. Radiation physicist

f 1) A physicist shall be available at least on a consultant basis for:
a. Safety evaluations for all equipment
b. Storage and handling procedures
c. Education purposes

,

2) The radiation physicist should participate in the hospital
safety committee.

| D. Other personnel

1) Appropriate credentials shall be required for any phamacist
involved in the preparation of radiophamaceuticals.

.
V. Staff education provided

|

I A. All Nuclear Medicine personnel should participate in educational
programs such as outside workshops and professional society meetings.

| B. The amount of participation shall be documented and shall be related
! to the size of the staff and scope of the Nuclear Medicine Department.

C. The director shall contribute to the in service education of
Nuclear Medicine personnel.

|

|

|
.
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- VI. Adequate space and facilities provided

.f A. Nuclear Medicine services, when provided within the hospital, shall
have adequate space and facilities to meet, with safety, the

*

diagnostic and therapeutic needs of the patients.

B. Space and facilities should include that necessary for the:
*

1) -Clinical care of therapeutic patients.

2) The safe preparation, storage and disposal of radioactive
materials so that radiation levels in all areas are as
low as practicable and do not exceed accepted standards.

D. The Nuclear Medicine service area shall be protected from sources
of interferring radiations.

E. The director and medical staff shall determine the type, quantity
and quality of equipment which shall be adequate to conduct
reliable diagnostic studies.

.

VII. Quality control policies and procedures followed

A. To assure diagnostic and therapeutic reliability, there shall be
quality control policies and procedures governing Nuclear Medicine[ activities.

B. Quality control procedures shall be accessed to:

1) Guide personnel in the' standardized performance of diagnostic
studies and therapeutic procedures.

2) Assure that the identity, strength and integrity of all radio
pharmaceutical agents are maintained.

C. All radioactive materials, reagents, and standards shall be prepared,
stored and checked at a defined interval to be determined by the
director, to assure accuracy, patient safety and precision of
results.

D. All reagents must be labeled to indicate identity, date of prepara-
tion and assay.

E. Calibration procedure

1) Standards having the same energy levels as the radionuclides
used in patient studies, should be calibrated daily.

2) Instrument calibration procedures sufficient to assure proper
performance should be conducted daily and the results recorded.

3) All safety survey instruments in the hospital should be calibrated
at least annually. CGD50LEC. " lji 4 5 ' /

4) The recommendations of the National Council on Radiation Protection
and Measurements should be known and applied.

-
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F. Radioisotope / Radiation safety committee

1) A committee shall be established when required by federal,
state or local regulations, by licensure requirements, or
by the medical staff.'

2) At least one member of the committee must be a physician
experienced in:

.

a. Safe handling of radioisotopes
b. ' Measurements of radioactivity.

c. Determining radioisotope dosage for various patient
studies or treatments

3) Representatives of various fields of specialization should
be included on the committee, as determined by the nature
of the program being conducted.

4) Responsibilities

a. To review all proposals for diagnostic and therapeutic
uses of unsealed radionuclides,

b.- To recommend to the medical staff those practitioners
having suitable training and experience to perform
Nuclear Medicine procedures.

c. To develop regulations for the use, transport, storage
and disposal of radioactive materials used in Nuclear
Medicine procedures.

d. To recommend remedial action when there is failure to
observe protection recommendations, rules and regulations,

e. To establish rules to guide nursing and other individuals
who are in contact with patients receiving therapeutic
amounts of unsealed radionuclides, rules relating to
the discharge of such patients; and rules to protect
personnel involved when such patients undergo surgical
procedures or autopsy.

f. To meet as often as required, but not less than every
six months.

g. To maintain written minutes of each meeting.

VIII. Safety Policies and Procedures Followed

A. There shall be policies and procedures governing Nuclear Medicine
activities that assure safety of patients and personnel.

B. Responsibilities

1) The director shall assure that proper radiation safety
principles and practices are observed.

2) Policies and procedures relating to safety shall require:

a. Personnel to wear appropriate exposure-monitoring devices
|E'\ at all times when in the area.
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b. Guidelines to be followed in the event of radioactive
contamination of personnel, equipment or environment.

[ c. Written authority for all non-physicians who administer
radioisotopes parenterally when legally permissible.,

d. Security of all " hot" and " decay" areas in order to
protect all individuals in the hospital.

e. Rules prohibiting oral pipetting of radionuclides and
eating or drinking in the work areas.

f. Establishment of an effective radiation protectfon survey
, program at least every six months.

g. Protective shielding for syringes, injection vials and*

stock sources of radioactivity.

C. Functional safety and sanitation

1) Radiation decontamination facilities shall be provided
wherever radioactive. isotopes are used.

IX. Services Performed Only On Physician Order

A. Nuclear Medicine diagnostic and therapeutic procedures shall be
perfonned only upon the written request of

1) The responsible physician.
2) A member of the house staff.
3) Authorized physicians who are not members of the medical

staff for their patients who are not being evaluated or
treated in the hospital.

B. Documented

1) Records required by federal, state and local authorities,
as well as records consistent with competent practice of
Nuclear Medicine, shall be maintained.

X. Quality Controlt

A. Records to be maintained on radionuclides and radiophannaceuticals
should include at least the following infonnation:

1) The date, amounts, methods of receipt and disposal.
2) The supplier and lot number.
3) The use, date, amount administered, and the identity of

any recipient.

B. Instrument calibration procedures sufficient to affirm proper
perfonnance shall be conducted each day the instrument is used,
and the results recorded.

C. Instrument log books shall include:

1) Calibration records of equipment and monitors showing dates,
name of technologist, and sources of reference standards.'
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2) Maintenance and repair records showing dates and sources
of service.

[ 3) Findings of federal, state or local evaluations or those
of a consultant radiation physicist, and the action taken,

to correct any deficiencies.

D. Safety records shall be maintained on the:

1) Radiation exposure of all Nuclear Medicine personnel *.
2) Results of routine radiation safety surveys.

,

E. The patient's medical record shall include:

1) Reports of Nuclear Medicine interpretations, consultations
and therapy.

2) The identity, date and amount of radiophannaceutical used.
3) Any patient preparation.

XI. Evaluation

A. The di ector shall document the evaluation of the servicesf
provided, to strive to assure the optimum degree of quality

.

and safety, as well as to assure their appropriateness.

i

.
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