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H- UNITED STATES ATOMIC ENERGY COMMISSION* * 2.

. -:a DIVISION OF COMPLIANCE
'' 9 _~E~-- 8 . I , d,

I. LICENSEE 2. HEGloNAL. OFFICE F, ,,

Z Lakewood Hospital
7. Esclear Medicine Department REGION 111, DIV. OF COMPLIANCE

M)d 14519 Detroit Avenue OAKBROOK PROFESSIONAL BLDG.
Lakewood, Ohio 0AK BROOK. ILLIN0tS '

3. u ctusc u v u an 4. 04rns) or susricnos
_ ,

5. The following activities under your license (identi6ed in Item No. 3 above) appear to be in noncompliance with AEC regulations
or license requirements, as indicated.

.9

ip, A. Your byproduct material inventory of Deceder 1964 included 10 micro-
o,. , : curies of Cobalt 60, contrary to License Condition No. 8(E) which auth-

orizes the maxicrum amount of 5 microcuries of Cobalt 60 to be possessed.;-

at any one time.,

! B. Records of vaste disposals were not maintained contrary to 10 CFR 20,
401(b).

C. Records of survey root:1ts of the isotopo laboratory were not properly
maintained as rerluired by 10 CFR 20.401(b).

, ,

D. The isotopo storage areas in isotope laboratory and urinalysis laboratory
were not posted in accordance with 10 CFR 20,203(e)(1).

_

'

It is noted that Item D. van corrected at the time of the inspection by'+ ' ~ - . tho posting of signs in the respective areas showing the radiation cau-
tion symbol in the colors of magenta on yellow and the words " Caution -

'

Radioactive Material."
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REPORT C(EPILED SHEET .

.

(circle .,-,
Indentifying In forma tion Type report 591 9-

' . . < '

T.[[ 1. Licensee Lakewood Hospital
'

2. Address Nuclear Medicine Department

14519 Detroit Avenuee--
M

g Lakewood, Ohio

j 3. License l{o(s) 34-1197-1
~

4. Date of Inspection January 22, 1965-

'

h
5. Inspector Edgar C. Ashley

6. Status of complianceNoncompliance

Items of Noncompliance
1

7. Section of Regulation. Details Paragraph
| or

License Condition

- A License Condi tion 8.E A 15

B __10 CFR 20. 203(e )(1) B 10 &11

- C 10 CFR 20.401(b) C 19 & 40W- $
1
'

D D

$.*fh E E

| I F F

'.1 6 -:.
'

- C G
&

Classified Information

8. This report contains classified or business confidential infor-
mation. Yes @

-||$0cSfeu 2-/- W-

Inspecto;7 Date

NM A */-44'
Reviewe'r Date
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IIEALTil PilYSICS ANALYSIS- - '

,
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-

)

:.[. Ihe licensee's f acilitiesy staff organization appear to bea.

^$$].: w&
adequatefortheconductofhisfbyproductmaterialprogram.

No significant health and safety problems appear to exist from
< anno - - r. ,s, . . .? . . . --- . . :,,.... . . .

the use of radioisotopes under this license.
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Lakewood Hospital
Lakwood, Ohio
License No. 34-1197-1
January 22, 1965

.,

592 DETAILS

CENERAL INFORMATION

nis was an announced inspection conducted on January 22, 1965. Dr. T. W..

Knickerbocker, Director of Radiology at IAkewood Hospital, was telephonically

notified of this forthcoming inspection on January 15, 1965:

Mr. James Wynd of the State of Ohio Department of Health was notified of

this forthcoming inspection by telephone on January 13, 1965. No member

of that organization accompanied the inspector on this inspection.

ne following persons were interviewed during the course of this inspection,.

ney are: Mr. Arthur Impino, Bospital Administrator; Dr. William Fayen,

Internist and " User" under this license; Dr. T. W. Knickerbocker, Director

of Radiology and RSO; Mrs. Frick, Isotope Laboratory Technician. All

information is given in substance unless otherwise indicated.

INSIECTION HISIURY

2. ne last previous inspection of this license was conducted on October 10,

1957, and was the initial inspection of this license. No items of noncompli-

ance were noted as a result of that inspection. H e first reinspection of

this license was conducted on January 22, 1965, and is the subject of this

report.

PROGRAM

D e licensee utilizes radioisotopes for diagnostic and therapeutic purposes.

as authorized under this license.

The licensee stated that the current rate of use and procurement of the.

various radioisotopes possessed under this license are as follows:

A. Iodine 131 as iodide - between 20 and 30 capsules per month.

M capsulee microcuries maximum when received,

nese capsules are procured on an as needed basis.

B. Iodine 131 as Iodinated Hu: nan Serum Albumin. Not used now, and

has not been used for approximately six months.
So

C. Iodine 131 as labeled fats and/or fat:y acids - about 5 micro-

curies every three months in capsul'e form and ordered as

needed.

.

-- - . - . _ _ _ _ .c ,
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-2- Lakewood Hospital
, Lakewood, Ohio
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PROGRAM, Cont'd.

VI4. continued.

D. Phosphorus 32 as soluble phosphates. This is'otope is not

used now and has not been used for approximately three years.

R. Cobalt 60 as labeled Vitamin B-12 - approximately 3 to 4 micro-

curies are used per month and are ordered 10 microcuries at a

time. .

F. Mercury 203 as neohydrin. This isotope is procured approxi-

mately once per month which is equal to about 1 v1111 curie

maximum per use.

C. Chromium 51 as sodium chromate. This isotope is used about
50

three times per year at about IEi nicrocuries each time. The

isotope is sometimes ordered at the rate of two doses at a

time.

H. Cold 198 as colloidal, cold is used approximately at the

rate of 4 to 15 microcuries per month. Five mil 11 curies are

purchased at one time by the licensee.

1. Iodine 125 as iodinated human serum albumin is used at the rate

of four 5 to 10 microcurie doses per month. The licensee

stated that between five and ten syringes each containing 10

microcuries are purchase,d at a time. It can be noted here

that this item Iodine 125 has replaced Item B, Iodine 131 as

the iodinated human serum albumin.

J. Mercury 197 as neohydrin. The licensee uses about three 1 milli- '

curie doses per month and they purchase approximately 1 to 2

millicuries at a time.

V 5. The licensee stated that all of the above byproduct materials are procured

from Nuc1 ear Consultants Corporation with the exception of the Iodine E25*

which is received from Volk Radiochemical Company. It is noted that license
4,+ .sosta

Item 8.E. for Cobalt 60 showsthe maximum amount of which
a be

may be possessed at any one time en 5 microcuries. Dr. Fayen was advised

.
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PROGRAM, Cont'd.

~*continued..

that the procurement and possession of 10 microcuries of Cobalt 60 at one

timeconstitutednoncompliancewithLicenseCondition8.I)E

ORCANIZATION AND ADMINISTRATIVE CON 11tOL

D e licensee stated that radioisotopes are used only within.the Nuclear.

Medicine Department of the hospital with Dr. Feyen at the head of that

department. W e Nuclear Medical Department is within the Division of

Medicine. De Head of this division is Dr. Homer T. Yoder.

In the event that any problems would arise from the use of radioactive

isotopes, Dr. Fayen stated that he would, report to the, Chief of Medicine
,

or to Dr. Yoder or to Mr. Impino or to the Isotope Committee for consulta-

tion and advise.

The licensee also stated that the minutes of the Radioisotope Cormaittee

meeting are read in the hospital's executive committee meeting.

RAD 10IS01T)PE COMMITTEE

9. During 1964 Dr. Fayen was the chairman of this committee. New cormnittee

membership and chairmanship of this conunittee is appointed at the beginning

of each calendar year. h is consnittee known as the Therapeutics Committee

of the hospital includes the following membership for 1965:

Dr. Robert Wallace, Hospital Anesthesiologist as Chairman.

Dr. Oliver Eitzen, Chief Pathologist i

Dr. William Fayen, Internal Medicine

Dr. L. James Regan, Ceneral Practice

Dr. William Wilder, Internal Medicine

Mr. Robert Todia, Pharmacist

In the past this comrnittee has met on an as needed basis. However, in that

the isotope program has increased over the years, the cormnittee plans to

meet on a quarterly basis to discuss procedures, proposals, pharmaceutical

problems, etc.
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-4- Lakewood Hospitai.

Lakewood, Ohio

RADIOIDGICAL SAFETY OFFICER
. .

O. Dr. Knickerbocker has been appointed the RSO by the Executive Coannittee of

the medical stafs of this licensee. Dr. Knickerbocker's duties as RSO are

en a continuous function in all radiology and isotope operations.

RADIOIDCICAL SAFE 1Y FROCEDURES

1. Hospital personnel have received both written and oral instfuctions concern-

ing the use of radioisotopes. Dr. Fayen has written a broch'ure concerning

the general aspects of isotope handling. Mrs. Frick, the laboratory
Ft. . <technician, receives oral instruction as r.eeded from Dr. Fayen. -W Wt nurses

at the hospital have instructions printed on the cards in the procedural

books on each floor. Isotope information is shown on the patient's chart,
&w

including the fact that Mr,has been to the isotope lab.

2. Dr. Fayen stated that he approves all byproduct material usage for each

patient. He either sees the patient vhich is 90 to 95 percent of theg

time or he reviews the diagnostic report of the attending phys'caan.
3

~

Diagnostic capsules are ordinarily given by e Mrs. Frick. Dr. Fayen stated

that all therapeutic intravenous dosages are given by him personally.

Diagnostic intravenous doses are either given by Mrs. Frick or one of the

resident physicians. Mrs. Frick ordinarily performs all scanning and counting

operations. Following these operations Dr. Fayen interprets all data.
/23. Although no specific area in the hospital is set aside for isotope patients.

all dosages are administered in the isotope laboratory according to the

licensee.
^

.

'
FACILITIES

De licensee's radioisotope laboratory is located on the secondifloor in the.

Clinical Laboratory Section of the hospital./25. ne isotope laboratory was noted to be in an out of the way location. ne

laboratoIy is on a slightly higher level than the second floor. Access to

the laboratory is by an inclined ramp. The licensee exercises complete

control over these facilities. Dere are no living quarters located in the

vicinity of these facilities.

.

, w - ,,, ,m = *m+ e e
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FACILITIES, Cont'd.
''

6. A lead brick enclosure has been constructed on a wind ill in the rear

corner of the radioisotope laboratory. This window faces a courtyard.

This courtyard is approximately 20 to 25 feet wide which is a natural

restriction for anyone working at in the vicinity of the storage area. A
M

refrigerator /locatedintheuranalysislaboratoryonthesecondfloorofthe
hospital is used for the storage of Iodine 125 albumin.

EQUIPMENT

7. Located in the radioisotope laboratory are a patient examination table, a

Tracerleb "1000" scaler, associated well counter; and a Nuclear Chicago

photo scanner. Se laboratory also includes standard handling devices

and miscellaneous laboratory equipment comparable to that of a sta Jard

radioisotope hospital laboratory. The licensee possesses one Jordan

portable instrument Model No. ACB-10-SR. H is instrument has three log

scales ranging from 0.01 mr/hr to 10,000 mr/hr. This instrument is calibrated

by the licensee's consultant during his annual survey.

PERSONNEL MONITORING AND EXPOSURE DETERMINATION

The licensee does not prescribe to a film badge service. S e licensee does,.

however, possess fifteen pocket dosimeters. Each person who works in the

radiology or isotope program is assigned his own personal dosimeter and is

swrn at all times when on duty. Dr. Fayen and Mrs. Frick are the only two

persons involved with byproduct material at this hosp'.tal. D e pocket dosi-

meters are Victoreen Models $41/A direct reading type with 0 to 200 mr/hr

range. D e licensee stated that the dosimeters are read once per month

and recorded in a notebook.

RADIATION SURVEYS AND/OR EVALUATIONS

9. An annual survey is made by the licensee's consultant, Mr.14opold Rovner,
sCertified Radiation Physicist. During this annual survey Mr. Rovner surveyse

the isotope laboratory and evaluates equipment and visually checks all aspects
a n s'

of the facility H B program. The licensee stated that in addition to this

annual survey, a monthly routine survey is performed in the laboratory plus

any other time that it is believed that something may have been spilled.
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POSTING AND LABELING

30 The lead storage area in the radioisotope laboratory was posted with a sign .,

showing magenta on yellow colors with a standard radiation caution symbol

and the words " Radiation Hazard." The licensee was advised that this type

of sign was improper and constituted noncompliance with 10 CFR 20.203(e)(1)

in that the sign did not show the words " Caution - Radioactive' NWterials."

31 The refrigerator area in t'he uranalysis lab used for the storage of Iodine

125 albumin was not posted with any signs. The licensee was therefore ad-

vised that this constituted noncompliance with 10 CFR 20.203(e)(1). It was

noted that all containers holding radioactive materials were labeled in ac-

cordance with 10 CFR 20.203(f)(1) and (f)(4).

32 The two storage areas mentioned above in paragraphs 30 and 31, respectively,

were properly posted by the licensee in the presence of the AEC representative

in accordance with section 20,203(e)(1) during the time of the inspection to

correct the posting deficiencies noted.

WASTE DISPOSAL

33. Unused byproduct material dosages, and decayed residues are flushed down the

sanitary sewerage system by way of a large commode located in the radioisotope

laboratory. Used vials and syringes are rinsed and labels are removed and then

they are disposed of through the regular hospital trash af ter it is determined,

by survey that no radioactivity is present.

REPORTS OF THEFT AND IDSS

34 The licensee stated that no material has been lost or stolen.

INCIDENTS OR UNUSUAL OCCURRENCES

35. The licensee stated that no incidents or unusual occurrences have' occurred.

REPORTS OF OVEREXPOSURES AND EXCES$1VE LEVE13 OR CONCENTRATIONS

36 The licensee stated that no ovitrexposures have occurred .,or have excessive

levels and concentrations been noted.

RECOR DS

37 The licensee maintains receipt records for all byproduct material. These

records show the form, the amount, the isotope, the dates ordered, the dates

received. All receipts noted appeared to be within authorized possession limits ex ept

__
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RECORDS, Cont'd.

/ ..

V37. continued.

for the above noted Cobalt 60 (please see paragraph 15). This record showed

that 10 microcuries of Cobalt 60 was ordered and received in December, 1964

from Nuclear Consultants Corporation. his receipt record showed that

twenty vials of 0.5 microcuries per vial were received.

Se licensee has made no transfer of byproduct material other than the waste.

disposal mentioned previously in paragraph 53 above.

The licensee stated that no record has been kept of the waste disposals of.

M nLan-LA'*qul % C.ul%ab"*L
hqisids/intothesanitaryseweragesystem. The licensee was thereforethe

advised that failure to maintain records of vaste disposal constituted

sta .s#oD)
noncompliance with 10 CFR M t

/.
'

40 The licensee maintains an isotope laboratory survey log which shows monthly

entries beginning in January, 1964. One entry h made for each month of the

year and the results of this survey are shown as "O.K." and initialed by

Dr. Fayen. Dr. Fayen stated that the O.K. means nothing above instrument

background. The licensee was advised that failure to maintain the results

of the surveys in mRt31 the same units as shown in 10 CFR 20 constituted

no_ncompliance with 10 CFR 20.401(b).

1. The licensee maintains reports submitted by Mr. Rovner, the Health Physics
e. ..a

Consultant, &Etatsdag the results of his annual surveys. These survey

records show that at the time of his inspection no excessive levels of

/
/G L\% ~ radiation nor contamination existed. fThe licensee's dosimeter result recordsbeginning in March, 1964, show monthly entries for both Dr. Fayen and Mrs.

Frick. Dr. Fayen's monthly result 2 vs e all less than 20 mr/one month except
ont

forg85memaximumreadingandMs.Frick'sdosimeterreadingswereallless
than 26 mr per month.

INDEPENDENT HEASUREMENTS

- EE. Independent measurements were made by the AEC representative during this inspec-

tion with an Eberline Model E-5005 survey meter. Containers in the lead

enclosure located on the windowsill of the radioisotope laboratory showed a

maximum of 40 ar/hr at the surface of the containers; over the top of the

.

.
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INDEPENDENT MEASUREMEN'IS

.e
3& continued.

OW
1ead brick enclosure p a reading of 1 mr/hr maximum at a distance of

approximately six inches from the nearest container; through the side of the

lead brick enclosure showed a reading of 0.03 mr/hr at the surface of the
,

lead bricks. The lead containers housing the Iodine 125 in the refrigerator 4 b e A
o.%
fin the uranalysis lab showed a reading of 0.03 mr/hr at the surface of the

container.

LICENSE CONDITIONS

44 6. License conditions of this license were reviewed with the licensee at the

conclusion of this inspection.
*

MANACEMENT DISCUSSION

5" E. The results of this inspection were discussed with Mr. Arthur Iepino,

Hospital Administrator, apd Dr. T. W. Knickerbocker, RSO. The licensee repre-

sentatives stated the following actions would be taken concerning the items

of n)ncompliance noted throughout this report: Records will be kept of all

byproduct material waste disposals; Isotopes will be procured and possessed

in quantities not to exceed the possession limits of this license; Labora-

tory survey results will be kept in ar/hr units; and storage areas will be

kept posted in accordance with 10 CFR 20.

J
In addition, Mr. Lepino stated that a refrigeratorfwould be procured for the

Isotope Laboratory in order to keep all isotopes in that one location.

.
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'RODUCT MATERIAL LICENS {g
4:-c.c '<

,, .g

Pursuant to the Atomic Eno.3y Act of 1954 and Title 10, Code dumm -u =YtLm, m opter
1, Part 30, licensing of Byproduct Material, and in reliance on statements and representations here.
roforo made by the licensco, a licenso is hereby issued authorizing the licensco to receive, acquire,

m - own, possess, transfer and import byproduct material listed below, and to use such byproduct ma.
~

terial for the purpose (s) and at the place (s) designated below. This licenso shall be deemed to con-
tain the conditions specified in Section 183.of the Atomic Energy Act of 1954, and is subject to all

~p applicable rules, regulations, and orders of the Atomic Energy Commission now or hereafter in flect,

and to any conditions specified below. C g g /g'p
'

Licensco Inaccordancewithapplicationdated
October 4,1965 gqr-

1.Name Lakewood Hospital 3. Licenso number 34 1197-1 is amended in iNuclear Medicine Departoont onetecty ea eaad a, rat i,w w .

2. Address 14519 Detroit Avenue 4. Expiration dato
Lakeuood, Ohio October 30, 1967.

5. Reference No.
,

-
- 6. Byproduct material 7. Chemical and/or physical 8. Maximum amount of radioac-

(clement and mass number) form tivity which licenseo may pos.s

sess at any one timeA. Iodine 131 A. Iodide.

A. 100 millicuries
B. Iodine 131 and/or B. Iodinated Thruws serma B. 2 millicuries

Iodine 125 Allansin
(see-paDG-2)

9. Authon. zed usemg
~

A. Diagnosis of thyroid function and thyroid scans. Treatment of hyperthyroidism and
cardiac dysfunction.

B. Determination of blood volunes._ , , . , , ,

(Sea _ pace 2)
CONDITIONS

10. Unless otherwiso specified, the authorized place of uso is the licensco's address stated in Item
C 2 above:

'

. .

11. The licensee shall cociply with the provisions of Title 10, Part 20, Code of Federal
Regulations, Chapter 1. "Standseds for Protection Against Radiation."

12. Byproduct material shall be used by, or under the supervision of, t.4111aa J. Fayen, M.

13. Byproduct material shall not be used in busans until its pharnaceutical quality and
assay have been established.

14. Iodine 131 labeled Hacroacgregated Iodinated Human Serssa Albumin shall be procured
from a supplier W holds an unsuspended or unrevoked license issued by tha Secretary.
Department of Ilealth, Education, and Velfare, to propagate or manufacture and prepare,

.N. . s,.Y label, or distribute this material pursuant to Title 42 Code of Federal tegt,1ations,
gg Part 73, " Biological Products.**

. - - . - . _______ _ __


