AL e Sl i VM G O G M GO VR VR VORGSO RGOROROIORGO \COSOR( T T S T W W Y T W B0y

, - 1 B wans LN
S St e .u.s. NUCLEAR REGULATORY COMMISSION oe - AGES
MATERIALS LICENSE Amendment No. 12 s
Pursuant 10 the Atomic Energy Act of 1954, as amended, the | nergy Reorganization Act of 1974 (Public Law 93-438), and Title 10. Code of l
Federal Regulatons, Chapter I, Parts 30, 31, 32, 33, 34, 35, 36. 39, 40, and 70, and in reliance on statements and representations herctofore made
by the licensee, a license is hereby issued authorizing the licensee 10 receive, acquire, possess, and transter byproduct, source. and special nuciear | g
material designated below! 1o use such matenial for the purposels) and at the place(s) designated below: to deliver or transfer such material to 1

persons authorized to receive it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditions  |~§

: - A
specitied in Section 183 of the Atomic Encrgy Act of 1954, as amended, and is subject to all applicable rules, regulations. and orders of the i

Nuclear Regulatory Commission now or hereatter in effect and 1o any conditions specitied below -
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Licensee 1 In accordance with letter dated r

. October 3, 1995, I

I Principal Knox Co. d/b/a 3. License Number 13-15399-01 is amended in -
Starke Memorial Hospital its entirety to read as follows: £

|

2 102 East Culver Road P A
Knox, IN 46532 I 4. Expiration Date May 31, 2004 =

| 5. Docketor ohais

1 Reference No

030-09044 g

6. Byproduct, Source, and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee .
Special Nuclear Material Form May Possess at Any One Time

Under This License

A. Any byproduct A. Any A. As needed
material identified radiopharmaceutical
in 10 CFR 35.100 identified in 10 CFR
35.100

B. Any byproduct B. Any B. As needed
material identified radiopharmaceutical
in 10 CFR 35.200 identified in 10 CFR
35.200

C. Any byproduct C. Any C. As needed (not to
material identified radiopharmaceutical exceed 1 curie of .
in 10 CFR 35.300 identified in 10 CFR [-131) -

35.300 >

D. Any byproduct D. Prepackaged Kits D. As needed
material identified
in 10 CFR 31.11

Authorized Use:

9.
A. Medical use described in 10 CFR 35.100. ?
B. Medical use described in 10 CFR 35.200. ' F'
C. Medical use described in 10 CFR 35.300. ‘ o
D.

In vitro studies.
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. CONDITIONS »
j 10. Location of Use: 102 East Culver Road, Knox, Indiana. t
N
j '1. Radiation Safety Officer: Richard A. Boyd, M.D. ~
# 12. Licensed material listed in Item 6 above is only authorized for use by, or under the :
o supervision of, the following individuals for the materials and uses indicated: 1
. Authorized Users Material and Use
Richard A. Boyd, M.D. 35.100, 35.200, 35.300 and 31.11
Surjit S. Patheja, M.D. 35.100, 35.200, 35.300 and 31.11
E. Tufekcioglu, M.D. 35,100, 35.200, 35.300 and 31.11
U. B. Blando, M.D. 35.100, 35.200, 35.300 and 31.11
Anil Kothari, M.D. 35.100, 35.200, 35.300 (excluding
thyroid carcinoma) and 31.11
James M. Forde, M.D. 35.100, 35.200, 35.300 and 31.11
William R. Kelly, M.D. 35.100, 35.200, 35.300 and 31.11
Mary Newell, M.D. 35.100, 35.200 and 31.11
Usha Sh.»ma, M.D. 35.100, 35.200 and 31.11

13. 1In addition to the possession limits in Item 8, the Ticensee shall further restrict
the possession of licensed material to quantities below the minimum 1imit specified
in 10 CFR 30.35(d) for estahlishing decommissioning financial assurance.
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14. Except as specifically provided otherwise in this license, the licensee shall
conduct its program in accordance with the statements, representations, and
procedures contained in the documents, including any enclosures, listed below,
except for minor changes in the medical use radiation safety procedures as provided
in 10 CFR 35.31. The Nuclear Regulatory Commission’s regulations shall govern
unless the statements, representations, and procedures in the licensee’s application
and correspondence are more restrictive than the regulations.

A. Application dated February 10, 1994 (excluding any reference made to QMP); and

B. Letters dated October 3, 1995, and October 17, 1995 and September 26, 1996
(with Attachment 1).
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FOR THE U.S. NUCLEAR REGULATORY COMMISSION
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NucTear Materials [icensing Branch, Region ITI
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WaLLER LANSDEN DorTcH & Davis
A Proressional LimiTen Liasinity Company
NasHviLLE City CENTER
811 UNION STREET, SUITE 2100
Post Ofrice Box 198966
NaSHVILLE, TENNESSEE 37219-8966

FacsiMILES (B15) 244-6380 808 SOUTH MaIN STREET
618 2446804 P.O. Box 103s
618 244-5686 Cowumsia, TN 38402 (0385

September 26, 1996 S IS
Mr. John Madera

Chief - Nuclear Materials Licensing Branch
U.S. Nuclear Regulatory Commission
801 Warrensville Road
Lisle, Illinois 60523-4351
Re:  Leasing of Starke Memorial Hospital
Dear Mr. Madera:

As we discussed this morning, I have enclosed for your review the following:

1. One original response to Form 89-25 and attachments;
2. One copy of my letter to you of September 19, 1996 notifying you of the
transaction.

As I have previously indicated to you, there will be no change in the following:
personnel having immediate control over licensed activities, radiation safety officer, authorized
user(s), organization, location, facilities, equipment, procedures or personnel.

Thank you for your cooperation and assistance in this matter. If you have any
questions or comments, or feel you need further information in order to make a determination
of consent, please do not hesitate to call me immediately. My direct line is 615/252-2406.

Very truly yours,

[l

Kellie A. Little
Paralegal

/kl

Encl.

cc: Mr. Martin Rash
Howard T. Wall, Esq.

llgevinLD.Lli‘Jor;rtood, '8q. RECBIVED
Michelle B.gila}siyksq. SEP 2 7 139
REGION lIi
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Attachment |

IN 89-25, Rev.
December 7, 1995
Page | of §

INFORMATION NEEDED FOR CHANGE OF OWNERSHIP
APPLICATION

The-applicant should provide the following information concerning changes of ownership or
control by the applicant (transferor and/or transferee, as appropriate):

The Applicant, Principal Knox Company, a Delaware corporation (the

"Transferee") provides the following information to the Nuclear Regulatory ("NRC"),
concerning its leaseholdership of Starke Memorial Hospiwal (the "Transferor").

1013aC4
109UA26

The new name of the licensed organization. If there is no change, the licensee
should so state.

The name of the licensed organization will be Principal Knox Company d/b/a
Starke Memorial Hospital.

The new licensee contact and telephone number(s) to facilitate communications.

The new licensee contacts and telephone number to facilitate communications is: 5123
( Vi - : 37037

Any changes in personnel having control over licensed activities (e.g., officers of a
corporation) and any changes in personnel named in the license such as radiation safety
officer, authorized users, or any other persons identified in previous license applications
as responsible for radiation safety or use of licensed material. The licensee should
include information concerning the qualifications, training, and responsibilities of new
individuals.

As currently proposed, Transferor will be leased by Transferee. A list of Transferee's
officers and directors is attached. The day-to-day operations of the Transferor will be
managed by Transferee.

There will be no changes in Transferor’s staff, radiation safety officer, authorized users,
or any other person identified in the current license.

An indication of whether the transferor will remain in non-licensed business without the
license.
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Altachment |

IN 89-25, Rev.
December 7, 1995
Page 2 of §

Transforor, Starke Memonal Hospital, a County Hospital organized pursuant to the State
gf nl:dwm Acts of 1917, Chapter 144, will not remain in non-licensed business without
e license.

A complete, clear description ol the transaction, including any transfer of stocks or

assets, mergers, etc., so that legal counsel is able, when necessary, to differenbate
between name chances and changes of ownership.

As set forth above, the Transferor will be leased by the Transferce, which will manage
the Transferor's day-to-day operatons.

A complete description of any planned changes i organization. location, facilit /,
equipment, or procedures (i.e., changes in operating Or CMETgency procedures).

There are no planned changes in organization, location, facility, equipment, or
procedures ,

A detailed description of any changes in the use, posscssion, location or storage of t
Jicensed materials.

There will be no change in the use, possession, }ncation or storage of the licensed materia

Any changes in organization, location, facilibes, equipment, procedures, o personnel t!

would requirc & license amendment even without the change of ownership.

There will be no change in organization, location, faciities, equipment, procedurcs,
personnel that would require & License amendment even without the change of ownershi

An indication of whether all surveillance items and records (e.g.. calibrations, leak tes
surveys; inventories, and accountability requirements) will be current at the time of transf
A description of the status of all surveillance requirements and records should also
provided

All surveillance items and records will be current at the time of transfer. A description
the status of all surveillance requirements and records is atached as Extubit C. [Ple
attach description or most recent survey.

Confirmation that all records concerning the safe and effective decommis: “ning of |
facility, pursuant to 10 CER 30.35(g), 40.36(f), 70.25(g), and 72.30(d); pubii. duse, @
wasle disposal by release 10 Sewers, incineration, radioactive material spills, nd on-s
buriale, have been ransferred o the new licensee, if Jicensed activities will cor anuc at '
same location, or to the NRC for license lerminations
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Attachment 1

IN 89-25, Rev.
December 7, 1995
Page 3 of §

All records concerning the safe and effective decommissioning of the facility, pursuani
10 CFR 30.35(g), 40.36(f), 70.25(g) and 72.30(d); public dose; and waste disposal |
release to sewers, incincration, radioactive material spills, and on-site burizls, will |
transferred to the new licensee @t the time of the closing of the transaction, current
anticipated 10 occur vr o about September 30, 1996.

A description of the status of the facility. Specifically, the presence or absence of
contamination should be documented. If contamination is present, will decontamination
occur before transfer? 1f not, does the SuCCCSsor company agree (L assuine full liability
for the decontamination of the facility or site?

There is no contamination of faciliies and/or equipment.

A description of any decontamination plans, including financiz! assurance arrangenent
of the transferee, as specified in 10 30.35, 40.36, and 70.25. This should includs
information sbout how the transferee and transferor propose 0 divide the transferor’
assets. and responsibility for any cleanup needed at the time of transfer.

‘There is no contamination of facilities and/or equipment.

Confirmation that the transferee agrees to abide by all commiiments and representation
previously made to NRC by the transleror,  These include, but arc not limited to
maintaining decommissioning records required by 10 CFR 30.35(8); implementin
decontamination activities and decommissioning of the site; and completing correctiv
actions for open inspection items and enforccment actions.

Transieree agrees to abide by all commitments and representations previously made {
NRC by the Transferor.

With regard 10 contamination of facilities and equipment, the transferee should confirm
in writing, that it accepts full liability for the site, and should provide evidence of adequal
resou:ces to fund decommissioning; or the transferor should provide a commitment
decontaminate the fasility before change of ¢ontrol or ownership

There is no contamination of facilities and/or oquipment.

With regard to open inspection items, elc., the transferee should confirm, in
writing, that it accepts full responsibility for open inspection items and/or any
resulung enforcement actions; or the transferee proposes alie: native measures for
meeling the requirements; or the transferor provides a commitment to close out
#11 such actions with NRC before license transfer.

There are no open iNSpection items.
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Attachment |

IN 89-25, Rev.
December 7. 1995
Page 4 of §

Documentation that the transferor and, transferee agree to the change in
ownership or control of the licensed material and activity, and the conditions of
transfer: and the transferee is made aware of all open wspeetion items and its
responsibility for possible resulting enforcement actions.

As set forth above, there are no inspection items.

A commitment by the transferee to abide by all comstraints, conditions,
requirements, representatons, and com mitments identified in the existing licensc.
If not, the transferee must provide a description of its program, 1o ensure
compliance with the license and regulations.

Transferee agrees to abide by all commitments and representations previously
made to NRC by the Transferor,
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Dated as of this 2. day of Sehendiioo

TRANSFEROR:

Attachment |

IN 89-25, Rev,
December 7, 1995
Page S of 5

STARKE MEMORIAL HOSPITAL

By:

Titde:

TRANSFEREE:

Az P, B
\L@v\VN-» b [\k QA"

Kathr
‘ H“Jnﬂx

Norem

HSLIALOL

PRINCIPAL HOSPITAL COMPANY

/

/// o
WA,
By: Y Al 4

<j;’ 4
D {A-N

Martin S. Rash

Title: President



RADIATION EAFETY COMMITTEE MINUTES

STARKE MEMORIAL HOSPITAL

DATE: TUESDAY, MARCH 5, 1996
PLACE: CONFERENCE ROOM

PRESENT: DR. BOYD, RADIATION SAFETY OFFICER; MRS. KATHY NOREM,
R.N., CHIEF EXECUTIVE OFFICER OF STARKE MEMORIAL HOSPITAL
AND LORI CAPUTO, CHIEF OF DIAGNOSTIC SERVICES.

ABSENT: NONE

PREVIOUS MINUTES: MINUTESE OF THE PREVIOUS MEETING WERE NOT
AVAILABLE AND WILL BE REVIEWED AT THE NEXT
RADIATION SAFETY COMMITTEE MEETING.

NEW BUSI1nESS:

BADGE REPORTS ON ALL EMPLOYEES INDICATE READINGS BELOW 10% OF
MAXIMUM PERMISSIBLE DOSE AS RECOMMENDED IN THE ALARA PROGRAM.

IT WAS ANNOUNCED THAT THE NUCLEAR REGULATORY COMMISSION HELD AN
INSPECTION OF THE NUCLEAR MEDICINE PROGRAM AT STARKE MEMORIAL
HOSPITAL ON 1-26-96. A POST INSPECTION TELEPHONE CONFERENCE WAS
HELD BETWEEN THE INSPECTOR, MR. ROBERT G. GATTONE AND DR. BOYD.
THIS CONVERSATION WAS HELD ON 2-13-96. WHILE THERE WERE NO
VIOLATIONS OF THE N.R.C. REQUIREMENTS ON THE INSPECTION, THERE WERE
A FEW ITEMSE OF CONCERN PRESENTED TO DR. BOYD. THE NUMBER ONE
CONCERN WAS INVOLVING THE USE OF DOSE RANGES ON WRITTEN DIRECTIVES.
IT 18 NOTED THAT DOSE KRANGES ARE NOT ACCEPTABLE ON WRITTEN
DIRECTIVES AND THE DOSE ORDERED MUST BE A SINGLE VALUE. 1F THERE
NEEDS TO BE AN AMENDMENT TO THE WRITTEN DIRECTIVE, THIS CAN
PERFORMED PKIOR TO ADMINISTERING THE RADIONUCLIDE TO A PATIENT. 1IT
WAS ALSO INDICATED THAT THE EXPECTED ACTIVITY OF THE DOSE
CALIBRATION FORMS NEEDS TO BE UPDATED AND THAT THE CONSTANCY CHECK
FORMS NEED TO BE UPDATED. ALSO, A CONCERN WAS THAT RADIATION
SAFETY MINUTES INCLUDE THOSE MEMBERS PRESENT AND ABSENT AS WELL AS
AN ALARA REVIEW. A FINAL ITEM OF CONCERN WAS REGARDING THE CESIUM
200 MILLICURIE SOURCE, WHICH 18 BEING STORED IN A CONTAINEK OTHER
THAN THE ORIGINAL GREEN VIAL THAT THE SOURCE CAME IN. THE GRIEN
VIAL 18 TORN AND SHOULD NOT BE USED TO STORE THE CESIUM SOURCE.
NONE OF THE CONCERNS VOICED BY MR. GATTONE REQUIRE A WRITTEN
RESPONSE 7170 THE N.K.C.

IT WAS INDICATED TO THE COMMITTEE THAT THE NUCLEAR MEDICINE
TECHNOLOGIST HAD RESIGNED FROM STARKE MEMORIAL HOSPITAL ON
APPROXIMATELY JANUARY 16, 1996 LEAVING NO NUCLEAR TECHNOLOGIST IN
THE HOSPITAL. AS A RESULT OF THE TECHNOLOGIST LEAVING THE
HOSPITAL, THE NUCLEAR PROGRAM HAS BEEN INACTIVE SINCE THAT TIME.
NO PATIENTS HAVE BEEN DONE UNDER THE NUCLEAR LICENSE.



PAGE #2

THE BOARD OF TRUSTEES OF STARKE MEMORIAL HOSPITAL IS PRESENTLY
REVIEWING THE NUCLEAR PROGRAM AN WILL SUBSEQUENTLY MAKE A
DETERMINATION AS TO WHETHER TO CONTINUE WITH THE NUCLEAR LICENSE.
IN THE MEANTIME, NO NUCLEAR MEDICINE PATIENTS ARE BEING DONE WITHIN
THE HOSPITAL AND THE HOT LAB HAS BEEN SECURED.

BECAUSE OF THE ABSENCE OF AN ACTIVE NUCLEAR MEDICINE PROGRAM WITHIN
THE HOSPITAL, THE HOSFITAL HAS STARTED USING A MOBILE NUCLEAR
S8ERVICE PROVIDED EBY MIDWEST MOBILE IMAGING. AT PRESENT, THE
SCANNER I8 ON SITE ON TUESDAYS TO DO THE NUCLEAR PATIENTS. THIS
NUCLEAR SERVICE DOES NOT REQUIRE STARKE MEMORIAL HOSPITAL TO
MAINTAIN A NUCLEAR MEDICINE LICENSE.

LORI CAPUTO INDICATED THAT IN AUGUST A LICENSE RENEWAL FEE OF
$1,800.00 WILL BE DUE TO THE N.R.C. IF THE HOSPITAL DECIDES TO
CONTINUE WITH THE NUCLEAR LICENSE. A FORMAL DECISION WILL BE MADE
BY ADMINISTRATION AND THE BOARD OF TRUSTEES BEFORE THIS TIME TO
DETERMINE WHETHER TO DECERTIFY THE NUCLEAR LICENSE OR TO CONTINUE
WITH THE PROGRAM.

THERE HAVE BEEN NO MIS-ADMINISTRATIONS OR RADIOACTIVE SPILLS
IDENTIFIED IN THE PRESENT QUARTER.

RESPECTFULLY SUBMITTED,

RICHARD A. BOYD, M.D.
RADIATION SAFETY OFFICER
STARKE MEMORIAL HOSPITAL

CC: KATHY NOREM
LORI CAPUTO
DR. BOYD
FILE
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RADIATION SAFETY COMMITTEE MINUTES

STARKE MEMORIAL HOSPITAL

-

DATE: TUESDAY, MARCH 5, 1996
PLACE: CONFERENCE ROOM

PRESENT: DR. BOYD, RADIATION SAFETY OFFICER; MRS. KATHY NOREM,
R.N., CHIEF EXECUTIVE OFFICER OF STARKE MEMORIAL HOSPITAL
AND LORI CAPUTO, CHIEF OF DIAGNOSTIC SERVICES.

ABSENT: NONE

PREVIOUS MINUTES: MINUTES OF THE PREVIOUS MEETING WERE NOT
AVAILABLE AND WILL BE REVIEWED AT THE NEXT
RADIATION SAFETY COMMITTEE MEETING.

NEW BUSINESS:

BADGE REPORTE ON ALL EMPLOYEES INDICATE READINGS BELOW 10% OF
MAXIMUM PERMISSIBLE DOSE AS RECOMMENDED IN THE ALARAR PROGRAM.

IT WAS ANNOUNCED THAT THE NUCLEAR REGULATORY COMMISSION HELD AN
INSPECTION OF THE NUCLEAR MEDICINE PROGRAM AT STARKE MEMORIAL
HOSPITAL ON 1-26-96. A POST INSPECTION TELEPHONE CONFERENCE WAS
HELD BETWEEN THE INSPECTOR, MR. ROBERT G. GATTONE AND DK. BOYD.
THIS CONVERSATION WAS HELD ON 2-13-96. WHILE THERE WERE NO
VIOLATIONS OF THE N.R.C. REQUIREMENTS ON THE INSPECTION, THERE WERE
A FEW ITEMS OF CONCERN PKRESENTED TO DR. BOYD. THE NUMBER ONE
CONCERN WAS INVOLVING THE USE OF DOSE RANGES ON WRITTEN DIRECTIVES.
IT 18 NOTED THAT DOSE RANGES ARE NOT ACCEPTARBLE ON WRITTEN
DIRECTIVES AND THE DOSE ORDERED MUST BE A SINGLE VALUE. 1IF THERE
NEEDS TO BE AN AMENDMENT 70 THE WRITTEN DIRECTIVE, THIS CAN
PERFORMED PRIOR TO ADMINISTERING THE RADIONUCLIDE TO A PATIENT. 1IT
WAS ALSO INDICATED THAT THE EXPECTED ACTIVITY OF THE DOSE
CALIBRATION FORMS NEEDS TO BE UPDATED AND THAT THE CONSTANCY CHECK
FORMS NEED TO BE UPDATED. ALSO, A CONCERN WAS THAT RADIATION
SAFETY MINUTES INCLUDE THOSE MEMBERS PRESENT AND ABSENT AS WELL AS
AN ALARA REVIEW. A TINAL ITEM OF CONCERN WAS REGARDING THE CESIUM
200 MILLICURIE SOURCE, WHICH 1S BEIN3 STORED IN A CONTAINER OTHER
THAN THE OKRIGINAL GREEN VIAL THAT THE SOURCE CAME IN. THE GKEEN
VIAL 18 TORN AND SHOULD NOT BE USED TO STORE THE CESIUM SOURCE.
NONE OF THE CONCERNS VOICED BY MR. GATTONE REQUIRE A WRITTEN
RESPONSE 70 THE N.k.C.

IT WAS INDICATED TO THE COMMITTEE THAT THE NUCLEAR MEDICINE
TECHNOLOGIST HAD RESIGNED FROM STARKE MEMORIAL HOSPITAL ON
APPROXIMATELY JANUARY 16, 1996 LEAVING NO NUCLEAR TECHNOLOGIST IN
THE HOSPITAL. AS A RESULT OF THE TECHENOLOGIST LEAVING THE
HOSPITAL, THE NUCLEAR PROGRAM HAS EEEN INACTIVE SINCE THAT TIME.
NO PATIENTE HAVE EEEN DONE UNDER THE NUCLEAR LICENSE.
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THE BOARD OF TRUSTEES OF STARKE MEMORIAL HOEPITAL IS PRESENTLY
REVIEWING THE NUCLEAR PROGRAM AN WILL SUBSEQUENTLY MAKE A
DETERMINATION AS TO WHETHER TO CONTINUE WITH THE NUCLEAR LICENSE.
IN THE MEARNTIME, NO NUCLEAR MEDICINE PATIENTS ARE BEING DONE WITHIN
THE HOSPITAL AND THE HOT LAE HAS BEEN SECURED.

BECAUSE OF THE ABSENCE OF AN ACTIVE NUCLEAR MEDICINE PROGKAM WITHIN
THE HOSPITAL, THE HOUSPITAL HAS STARTED USING A MOBILE NUCLEAR
SERVICE PROVIDED EY MIDWEST MOBILE IMAGING. AT PRESENT, THE
SCANNER IS ON SITE ON TUESDAYS TO DO THE NUCLEAR PATIENTS. THIS
NUCLEAR SERVICE DOES NOT REQUIRE STARKE MEMORIAL HOSPITAL TO
MAINTAIN A NUCLEAR MEDICINE LICENSE.

LORI CAPUTO INDICATED THAT IN AUGUST A LICENSE RENEWAL FEE OF
$1,800.00 WILL BE DUE TO THE N.K.C. IF THE HOSPITAL DECIDES TO
CONTINUE WITH THE NUCLEAR LICENSE. A FORMAL DECISION WILL BE MADE
BY ADMINISTRATION AND THE BOARD OF TRUSTEES BEFORE THIS TIME TO
DETERMINE WHETHER TO DECERTIFY THE NUCLEAR LICENSE OR TO CONTINUE
WITH THE PROGRAM.

THERE HAVE BEEN NO MIS-ADMINISTRATIONS OFR RADIOACTIVE SPILLS
IDENTIFIED IN THE PRESENT QUARTER.

RESPECTFULLY SUBMITTED,

RICHARD A. BOYD, oD
RADIATION SAFETY OFFICER
STARKE MEMORIAL HOSPITAL

CC: KATHY NOREM
LORI CAPUTO
DR. BOYD
FILE



A -
s . . RECEIVED /701 1996
"o\w .“Ug'q’ . UNITED STATES
A NUCLEAR REGULATORY COMMISSION
/ e W
s Hrr o
Fanu® » . |

February 27, 1996 k-

Kathy Norem
Chief Executive Officer [P
Starke Memorial Hospital

102 East Culver Road

Knox, IN 46532

Dear Ms. Norem:

This refers to the inspection conducted on January 26, 1996 (with continued
NRC in-office review through February 13, 1996), at Starke Memorial Hospital,
Knox, Indiana. 'he purpose of the inspection was to determine whether
activities authorized by the license were conducted safely and in accordance
with NRC requirements. At the conclusion of the inspection, the findings were
discussed with Richard Boyd,/M.D. by telephone on February 13, 1996.

The inspection was an examination of activities conducted under your )icense
as they relate to radiation safety and to compliance with the Commission’s
rules and regulations and with the conditions of your license. The inspection
consisted of a selective examination of procedures and representative records,
observations, independent measurements, and interviews with personnel.

No violations of NRC requirements were identified during the course of this
inspection.

One concern was identified involving the use of a dose range on a written
directive. It is our understanding that you will ensure that dose ranges will

S‘r‘”; -’P not be used on written directives. Therefore, no written response to this

concern is requested.

, 7
fiijtjlvﬁ In accordance with 10 CFR 2.790 of the Commission’s regulations, a copy of
this letter will be placed in the NRC Public Document Room.

:"&G

.giéJOKDln’jku

e

We will gladly discuss any questions you have concerning this inspection.

\401‘/ Sincerely,
b il

M ’
Jqf‘k : Robert G. Gattone,

lJpA Radiation Specialist

License No.: 13-15399-01]
Docket No.: 030-09044



- e e A A U R SN IR

UNITED STATES
NUCLEAR REGULATORY COMMISSION

WASHINGTON, D.C. 20855-0001

T May 6. 1996

STARKE MEMORIAL HOSPITAL

ATTN: DR. RICHARD A. BOYD, M.D.
Radiation Safety Officer
RADIOLOGY AND NUCLEAR MEDICINE
102 EAST CULVER ROAD

KNOX, IN 46532

SUBJECT: ONE-TIME EXTENSION OF LICENSE EXPIRATION DATE
LICENSE NUMBER 13-15399-01 DOCKFT NUMRFR 3nNQ044

Dear DR. RICHARD A BOYD, M.D.

On January 16, 1996, the Nuclear Regulatory Commission (NRC) amended its regulations in 10 CFR 30, 40,
and 70 to extend the expiration date of certain byproduct, source, and special nuclear material licenses
by five years (61 FR 1109). The above referenced license was extended by this rulemaking and will now
expire on May 31, 2004. Your license will not be amended to show this extended date until the next
routine licensing action. Until then, you may provide copies of this letter to vendors and other
interested parties as evidence that the license has been extended as a result of the rule.

The extended 1icense authorizes the same activi
did. There will be no change
license.

“Jes and contains the same 1imitations as it previously
in the frequency that the NRC inspects activities authorized by this

The amended rules state that in the case of licensees who are granted extensions and who have a currently

pending renewal application for that extended license. the application will be considered withdrawn by
the licensee and any renewal fees paid by the )icensee for that application will be refunded. This will
apply to licenses with expirution dates after July 1. 1995, for which renewal applications and the

appropriate fees have been submitted and the renewal is still pending. Refunds will be mailed to
licensees under separate cover.

A1l licensees, including those whose renewa) applications were withdrawn by this rulemaking, who wish Lo
change their radiation safety programs must request amendment of their licenses to reflect these

changes. Amendment requests must include the correct amendment fee since the NRC cannot apply pending
renewal refund balances toward amendment fees.

If you have any questions regarding this letter, please contact the individual below.
John R. Madera, Division of Nuclear Materials Safety - (708) 829-9834
Thank you for your cooperation in this matter.
Sincerely,

A

Donald A. Cool, Director
Division of Industrial and Medical Nuclear Safety
Office of Nuclear Materials Safety and Safeguards
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RADIATION SAFETY AUDIT
NUCLEAR MEDICINE INSPECTION

Licensee: Sta.k M ovnoviel qu;f\ﬂ
Address: Knss, B/

License No, 13-15389-¢6 Expiration Date: /Vs) %’, 197
Date of Audit we 13 199¢
Auditor(s): i (%) AL,

Inspection Findings:

The inspection was an examination of the activities conducted under the

above license as they relate to radiation safety and to compliance with the NRL or
Illinois Department of Nuclear Safety rules and regulations, 32 IL Adm.

Code, and the conditions of the above radioactive materials license. The
inspection included as appropriate: selective examinations of procedures

and representative records, interviews with personnel, observations, and
confirmatory measurements.

»Utb'-‘fk[ a.‘,J( Covays .&,MWJS (ra—-‘-\ 2is5/4s *
/{l(.l‘“o : /(/hdnu u‘&&-\( st s p WM bnm rl.,'cor-o& SinCa w .

Posting of Notices and Signs:

3 Rooms or areas were properly posted to indicate the presence of a
Radiation Area.

Yes No N/B X [10 CPR 20.203 (b))
Comments:

- Rooms or areas were properly posted to indicate the presence of a High
Radiation Area,

Yes Ne N/A M [10 CFR 20.203 (c))
Comments:

3. Rooms or areas were properly posted to indicate the presence of an
Airborne Radiocactivity Area.

Yes N N/A X [10 CPR 20.203 (d)]
Comments:
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Rooms or aress wers properly posted to indicate the presence of
Radiocactive Material,
Yes No N/A [10 CPR 20.203 (e)]
Comments:

Containers were properly labeled to indicate the presence of
Radiocactive Material.

Yes X\ No N/A [10 CFR 20,203 (£)(1) or (£)(2))]
Comments:

A copy of the regulation "Notices, Instructions and Reports to Workers,
Inspections" was properly posted for use by the individual
participating in the licensed activities. [10 CFR 19.11(a)(1))

Yes |\ No N/A (Bee A.11)

A copy of the regulation "Standards for Protection Against Radiation"
was properly posted for use by the individuals participating in the

licensed activities. (10 CFR 20, 10 CFR 19.11(a)(1)]
Yes No N/A X ((8ee E.ll?) '

Copies of the current license, license conditions, and
thereto were properly posted. [10 CFR 19.11(a)(2))
Yes No N/A Y (m,)

amendments

Copies of the documents incorporated into the current license by

reference were properly posted. [10 R 19.11(a)(2)]
Yes No N/A Y

A copy of the operating procedures applicable to licensed activities
was properly posted. [10 CFR 19.11¢(

Yes No ___ NA X

Postings of documents specified in A.6-10 was not practicable:
therefore, the licensee posted a notice that describes the documents
and states where they may be examined. [10 CFR 19.11(b))

Yes = No N/BA
Counbﬁ\s:

Form NRC-3 "Notice to Employees" was posted in a sufficient number of
places for use by the individuals who work in or frequent any portion
of the restricted area. (10 CFR 19.11(¢))

Yes

No N/A
Comments: ___ Poifef o erntroce Fope,
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A copy of any notice of violation issued by the NRC invelving
radiological working conditions was posted within five (5) working days
after the receipt of such notice for a minimum of five (5) working

days, or a notice stating that all correspondence to/from the NRC can
be examined in the Radiation Safety Office,

Yes No N/A Y

Comments:

Date of previous NRC inspection: ]n.....a 2l (926
Violations found during previous impoction:w '

Have previous violations been corrccted?:_&_‘f‘_&%&s&_

B. Records and Reports

1.

Records of current occupational radiation e
properly maintained on 8ieve.,
Yes \( No N/A
Comments:

xposures of individuals were
monthly film badge reports,

Records of individual total accumulated occupational dose were

maintained for each radiation worker on - P monthly reports.
Yes No N/A
Comments:

Summary of radiation exposure values foi past year:

st Qtr 95 2nd Qtr ‘95 3d Qtr '9S «th 95

beord Thdlee W2 TRd ik | Bd T2 | 2
# of persons <10%: 3 le - | IS { llo ! Le
f >10% but <308 : O 0 0 0 0 o 0 o)
f >30% but <MPD :_0 0 p 10 I 0 1l 0
i > MPD ) 0 0 0 0 18 o] o

Have exposure results above action levels or limits been properly

evaluated by RS0, discussed by R8C, and required reports filed (if
applicable)? Yes ) _ No N/A
Comments:
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Records of radiation surveys of all
material is used were maintained.
Yes X No N/A
a. Frequency of survey: Ll Daily  Weekly Monthly
1. Elution, pre aration _
and/or injection ares
2. Other lab aress
3. Red waste storage Y
4. Other:
b. Date of last survey: Hhislqe
c. Comments:

working areas where the licensed

» Survey results checked:

Records of radiation contamination wipe test of all working aress where
the licensed material is used were maintained.
Yes No N/A _
a. Frequency of wipe tests: Daily Weekly Monthly
1. Elution, preparition — x0T
and/or injectionarea

2. Other lab areas e
3. Rad waste storage { e
4. Other:

b. Date of last wipe: sl 44

¢. Comments:

Records of disposal of licensed radicactive material were properly
maintained.

Yes K No N/A
Frequency of disposal: D.ojiou cﬂ:eud wasr o (993

Date of last disposal: 'wo I —— m;tr Ma& DM 'a—tﬂ.r
drty 3013126 G o coliat L :ﬂg..d:_;fu..euf;:e

At least 10 half-lives elapsed? ey

S —

Records of receipt of licensed material were properly maintained,
Yes X( No N/A
Records of survey at 1 meter: Y  surface: Y

wipe of final source container: Yas

survey of box before discard: ALLA.

defacing of labels before discard: /A

Comments: iy’ boxor 0t vefuemel o, S‘QE.Q.W
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8. Records of transfer of licensed material were properly maintained.
Yes X No N/A
Date of transfer: ?{a: ‘

10.

11.

Identity of materials transferred: _TZ;. )

Records of leak tests were maintained

as prescribed in the license.
Yes X No N/A

Sealed Source
(Isotope/SN)  Regquired Fregquency Date of Leak Test Date Next Due

2. Cs-137/15%ama«0  semi-annual o d0)3]4 S Mowck 1346
b. semi-annual Bl el )= o
Q. /
d. /
e. / b TR
B / R LI T
g. / i
Comments:
Records of isotope inventories were properly maintained to comply with
possession limits.
Yes No N/A
Date of Previous Inventory: I’B(beqf Required rrequency:_Zlu‘zﬂhﬁL
Comments: , T t=Th .
Utilization logs of each isotope received were properly maintained.
Yes No N/A
Comments:

Records include:
a. Radionuclide X
b, Generic or trade name (i.e.: MDP, pyrolite) v
¢. Date received X

d. Suppiier Y
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e. Lot ¢ \Q

f. Activity and cal. time of the unit dose (supplier's record)\/

g. date of administration or disposal \(

If administered to a patient:

h. Prescribed dose: (on list or in procedure manual) X

13.

i. measured activity in units of mci or uCi Y
j. date and time of measurement Y
k. patient name and 1.D, # (if assigned) X
l. initials of the person who made the record 4
+ Records of celibration of radiation survey instruments as required by
the conditions of the license were properly maintained.
Yes X Mo ___ N/A
Instrument
(Model /8N) Required Freguency Date of Calibration Date Due
3. N (SS A wnuaad _ (ol31¢s o (9%
b. "°”"°f/%‘cscs PR ) 10 (3085 (0.l?6
c.
d /
e, /
PN R ol et e et
Comments:
Records of bicassay tests were maintained on all individuals as
required by conditions of the license.
Yes No N/A Y
Name Date of Bioagsay Results
a.
b.
Comments : Mﬂ_&,&;&?‘mﬂ?

14,

Records and results for determining airborne concentration of

radicactive material in working areas were properly maintained.
Yes K No N/A
Comments:

Previous messurements of air axhaust flow rates: 101395 ond 4:.1..0_



page 7,

15. Records and results for determining concentrations of radiocactive

16,

1.

18,

material released into the sanitary sewer
maintained,

Yes No N/A ¥
Comments : Thace :J:E_W -

Records and results of dose cal
prescribed in the license.

system were properly

ibrator calibration were maintained as

Yes L No - N/A

Calibrator

Juslae

(Model/8N) Daily Constancy Annuyldhgsunncr Quarterly Linearity
CBC’SQZISMR‘( 2 ‘5(95 -4

Geometric Variation: lQ%IQV

RSC sign?: Yer Yer Ve 5

Comments:

Records and results of dose calibrator molybdenum breakthrough tests
were maintained as prescribed in the license,
Yes No N/A ¥

Comments : (araadacs hovs wat biar oo Jh-.: % {‘)uf‘ foary

Records and results of Xenon leakage from charcoal trap units were
maintained as prescribed in the license.

ves Y. No N/A

Frequency of efficiency tests ' ty 12119195
Comments: W . e (epfice €v5t oo
0 Yo -(33

Operating Procedures and Manuals

i,

The institutional radiation safety program for all radiation workers
and ancillary employees is operational and effective,

Yes )( No N/A
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Group Instructed

AKC‘\HM\ ?M:.-\»J T (94 &

Ed Ddle, Tocketey st . 1o (3(9F

Dates of Radistion Bafety Instruction

Procedures are in effect that ensure that work is performed only by
authorized personnel.

Yes [ No N/A
Comments:

A radiation safety procedures manual is written and copies are made
available for the use of all the radiation workers, and personnel who
come in contact with radioactive material.

Yes A No N/A

Comments:

Radionuclide dosages for each diagnostic procedure are included in the
procedure manual or are posted in the nuclear medicine lab VY.,

The dosage list is signed by an authorized user ____.Y¥£ 7 s
Dosages administered are within +/- 10% of the prescribed range: Veor
Number or dates reviewed: N J~nonEr,_

Number of cases or % of cases outside +/- 10%: )

Prescriptions by an authorized user for all radionuclide therapy cases
are maintained: Yooy

Procedures for picking up, receiving, and opening packages containing
radioactive material are available and are in routine use.

Yes No N/A

Comments:

There are requirements for protective security of all radicsctive aress
from unauthorized personnel.
Yes o Bo . N/A
Comments:
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8. The Radiation Safety Committee meetings are held at periodic intervals
to review the radiation safety program at the institution. Required
meeting frequency: O“"’A"'[?'
ves X No N/A
Comments: _Dates of most recent meeting(s): MM.S, (996

9. Summary of amounts, activities, used or in possession during past year:
Radionuclides Activities Comments

QthL 8 Cuviasrs 1907

L > (#3 m e 1S

B TR P RRNTTY

b e 25 b o 194r

b 256 a4 91s !

33 o VS al o 1995

All use within possession limits? Yes ¥ No .. . N/A -
D. Personnel

1. Written authority for all non-physicians who administer
radiopharmaceuticals is maintained.
Yes \( No N/A =
Comments:

2. Records of nuclear medicine accreditation for all technologists are
maintained.

Yes X No N/A
Comments:
3. All personnel have

reviewed the ALARA program and are familiar with the
ALARA philosophy:
Yes X No N/A
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E. This audit was completed by: ,X'fn"h).h v

Reviewed by: W‘éﬁ
22T
Chairman, Radiation fety Coomittee

1. Items of noncompliance or unsafe conditions were found.

Yes No \/ N/A
Comments: ><

F. MAdministrative Actions

2. The following items of noncompliance related to each of the above
sections were found:

Section A: Al
Section B: Ala
Section C: ANILA
Bection D: A\A

Reviewed by:

(administrative representative)




QUALITY MANAGEMENT PROGRAM AUDIT
NUCLEAR MEDICINE DEPARTMENT INSPECTION

Licensee: __;Sng;kgh LA“&yqaxﬂsi )4&19;1L/

Address: L -1 K-—’H*Jtr LA

License No. NRC: ~«~L3~114§;ijlﬂ;;jll_> Expiration Date:
Date of Audit: r**éf&kiLl;’ 12 l;[qqé

A 7~
Auditors: *,.R_m_,,‘;);ff ) Suh

Quality MangggmeL_fgggggm;Aggii Ref: NRC Regulations 10 CFR 35.32
NRC Regulatory Guide 8.33

Diagnostic Clinical Procedure Manual:

There is a collection of written procedures for all diagnostic studies that
available to all nuclear medicine personnel. The manual contains;

a description of each procedure

the radiopharmaceutical to be admini{stered
the dosage range to be administered
the route of administration

the approval and signature of an authorized P
physician user who is named on the NRC licenseYes X

Therapeutic Radiopharmaceuticals (I-131
adminlstrations of greater than 30 u( g, -4
—
written Directives for all therapeutic administrations of 1-131Vor P-32, ar
for diagnostic administrations of greater than 30 uCt of 1-125 or 1-13
sodium iodide are on file;

No. of procedures performed requiring a written directive <

No. of written directives on file ok




¥
NOTE: Revisions to the written direc

Page 2,

Do each of the written directives contain the following information:

signature of authorized user Yes X' No

date Yes x No

the patient's name Yes_ X No
the date Yes X No
the radiopharmaceutical Yes K‘ No
the dosage Yes_ X No Ard:scusiod of Y, T"-N?ST/

RIC .
N ﬁ*fa:}, W datagels +

the route of administration Yes_X No

tive may be made in compl{anc
the footnote to 10 CFR 35.32(a)(1).

Patient Identification:

Prior to administration of a radiopharmaceutical, the identity of
the patient {s to be verified by more than one method. Do records
indicate that one of the following was used, in addition to asking the

patient his/her name, prior to administration of a radiopharmaceutical
under the requirements of the QMP;

birth date Yes No
address Yes No
Social security number Yes_y No___
signature Yes No
ldentification bracelet Yes_Y No____
hospital 1.D, Yes ‘No
medical insurance card Yes No
drivers license Yes_Y No____

Verification of Proper Radiopharmaceutical:

Prior to adaministration of a radiopharmaceutical, specific details
of the administration must be verified to confirm they are in

agreement with the written directive. Is there documentation that the following
details are documented;

correct radiopharmaceutical Yes ! No

correct dosage (dose calibrator
reading must be within +/=10%

of directive) Yes Z No

route of administration Yes x No
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5. Documentation of Dosage: Refer to 10 CFR 35.32 (d)(2)

After administration of the dosage, a record of the dosage given
must be signed by one or more of the following persons:

an authorized user who is listed on the ].cense Yes )< No

another nuclear medicine physician, a physicist or technologist
under the supervision of an authorized user Yes__ X No

6. Misadminstrations:

A summary of misadministrations (refer to 10 CFR 35.2
definitions and 10 CFR 35.33 reporting requirements)

Comments wwate

incadaacte fud T, 310198 (4o Ha dove Ko e
_MLMMMMJ@V “war

i o) oF B hwe o X, 616795 R Crmactng

Respectfully submitted,

IR R

Reviewed by: Date:

Reviewed by: Date:
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CCSE CALIBRATOR
WoCORATL , CALIBRATION CERTIFICATE

Standard
Nuclear

Consultants (708) 365-5858

P.O. Box 362, Manhattan, IL 60442 O 15018 Donny Hill Road, Elburn, IL 60119

LICENSEE: __ Jha ke Moveor ' T

e

DATE: Mo 2 LS, J99S CALIBRATED BY: pw. 3L

INSTRUMENT MANUFACTURER: (< ? da c
MODEL # / SERIAL ¢ C

A,
B,
c.
D.
E.

2 (s R / (S Enky
ACCURACY RESULTS

ﬁerex'ence Radionuclide Source Observed|Percent Correction
Standard Setting Activity Activity Accuracy Factor

f‘?S_ Y 7.cﬁ 1 ; [ a ' : ? 25
‘_IL ‘L (/V,.g' 2] 4 (o QASQ) -
‘57(5' \37 €, LNl (71&_ !‘ Y 90 e

e (WD I e

CRUSS CHECK OF COMMONLY USED RADIONUCLIDE SETTINGS

T/ S T IS A 7Y 1 =
.7__7591_ Mo 246G 2172000 yi3S | —
‘

8 C " N i
W 9 wg_.;_ Dl 129,01 X085 e
Ce [/ DXLl 18740 {167

10 e, il I (2% o, Y33 e
%%L ik 5 (2% | T0s 00y o ~
fa ‘HE 1¥ul 3ouc Yoz <

-Accuracy resultsErey wre—nob within o 5% limits,
Cross check results @ @ not-~agree with previous results.
Constancy results @/ ro-wed within # ¢ ,, v

Linearity results @/ are-not within * 5%, ~
Ceometrical variation i8)/ te-met within + ;. o

Next Calibration Due: Mol 190

Radiation Safety Officer signature: W&




Date:

r

Address:

License

Results:

STANDAKD NUCLEAR CONSULTANTS
18016 DONNY HILL ROAD
ELBURN, ILLINOIS 60119

IDNS License No.: IL-01300-01

Leak Test Report
For Radioactive Sources

. March 12, 1996

% censee: Starke Memorial Hospital

Knox, IN

#: 13-15339-01

Radjcactive Source Information

Source: Cs-137

Activity: 200 uCi

As Of: January 1980
Manufacturer: NEN

Mode] #: NES-356

Serial #:___ 3560180A-10

Leak Test Date: 3/12/96 ,
Collected by: Stan Buhr

Creoss cpm:

Background cpm:
Net cpm:_ ol
uCi removable: <«

Note: Sensitivity of counting instrument is <0.0005 uCi.

Conclusion: Radioactive leakage from source is <0.005 uCi.

Analyzed by: _ j@mﬁ lcl. . Date:____ 3/12/96

Next Leak Test Due: __September 1996

Radiation Safety Officer:




SEALED SOURCE INVENTORY

Licensee: S:}a,\@ gM'.QQ&:*-ﬁ[ Address: ‘(mx . T

FOOY S

Ad.‘u.’
SOURCE/DEVICE QUANTITY & KIND OF LOCATION OF INITIALS DATE OF
BYPRODUCT MATERIAL SOURCE/DEVICE INVENTORY
18] MENDRH VB, MITVES- I5¢ 200wt ongfas5[RD
~
133 ICcwN Modal MO ~01 70wl ow GI1T/3E
%.L 9‘-\)0#_)23 bvyaR To Mt Lol
|37C4 NEv Dulod | Clars viud Costaning greer tpony| 308 ,(; on /0/10/80
¥ : Cobhs bt
177, WMudioy M 84020 A 0.57ul o 9 /06
°Cs i odaf 18Y Phﬁ ¢ “\Le st
s DOBD Pt MAcwtinfy, " ﬁ 1/2/q¢,

RS ¢



SEALED SOURCE INVENTORY

Licensee: Sfacgg Memora| Hgqu{ Address: Knoy /N

i N, e

SOURCE/DEVICE QUANTITY & KIND OF LOCATION OF INITIALS DATE OF RS £
BYPRODUCT MATERIAL SOURCE /DEVICE INVENTORY I\ =,
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STANDARD NUCLERR CONSLULTANTS
P.0. BOX 362
MANHATTAN, IL 60442

(708) 365-5858 PAX: (815) 478-5419

March 12, 1996

Lori Caputo

Laboratory

Starke Memorial Hospital
102 East Culver Road
Knox, Indiana 46534

Dear Ms. Caputo:

Pollowing is the summary of my March 12, 1996 visit to the Starke Memorial
Hospital nuclear medicine facilities.

RADIATION SAFETY COMMITTEE:

The quarterly Radiation Safety Committee meeting was held last week and the
minutes were typed. I recommended that the member present and members absent
be added to the minutes to comply with the Part 335§ rules. I also recommended

adding a statement that the fi'm badge reports were reviewed and found below
the ALARA action levels.

NRC LICENSE:

We discussed the steps involved if a decision would be made to discontinue
nuclear medicine services and cancel the NRC license. At this time, you
indicated the license will be continued and attempts will be made to find a
part time technologist to offer nuclear medicine procedures when needed.

The license amendment to add Dr. Sharma as a physician user was issued by the
NRC on 10/26/95. There are no further changes needed at this time.

The NRC has now approved the proposal to extend licenses for an additional
S-year period without a renewal application and renewal fee. The change was
approved 1/15/96 and became effective 2/15/96. The hospital will be eligible
for the automatic renewal if there are no outstanding violations or
enforcement actions pending at that time.

In the meantime, changes to the license should be made by separate amendment

application, not with the renewal, as the renewal application will likely not
be reviewed,
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The NRC is planning major revisions to the methods of licensing medical
users, and the above proposal would free up necessary staffing time to
complete this project. The changes may include a computerized system
which would greatly speed the turnaround time for applications.

The NRC also recently sent the planned fee schedule for 1996 - 1997. 1t is
nearly the same as last year except that the amendment fees are raised from
$430 to $440 (effective in August), the renewal fee is not specified (as most
hospitals will not need to pay it) and the annual maintenance fee is decreased

from $4700 to $4300. In your case, the small entity fee of $1800, for
government hospitals, will still apply.

REGULATORY ITEMS:

The EPR Clean Air Act calculations are still be required this year. 1
completed the calculations based on the total activities used in 1995. &

report does not need to be submitted to the EPR, but this worksheet is to be
maintained for possible inspection during the next NRC visit.

The NRC has also prepared a draft regulatory guide on the subject of air
concentrations of radioactive materials. For the past several years, the EPA
has been involved because it did not feel the NRC was doing enough to regulate
potentially airborne materials. This guide may be a step towards having the

EPA again assigning all regulation of air concentrations of radioactive
materials to the NRC.

The NRC notices concerning intentional exposure of workers in research labs
have been followed up Ly requirements for reporting any such incidents of
"intentional diversion" of radiocactive materials (and cases where intentional
diversion cannot be ruled out). There is also a Federal Register proposal to

include reporting of exposure of the embryo/fetus if the radiation exposure is
above a certain action level.

Posting in the department was found in compliance with applicable regulations.

n followup to new NRC/DOT rules concerning training and monitoring of drivers
who transport radioactive materials, several radiopharmacies have sent the

hospitals letters stating these employees have been trained, in accordance
with the new regulations.

The NRC had recently commissioned the National Academy of Sciences to complete
a study of the role of the NRC in regulating medical users of radicactive
materials. The NRC is now reviewing the recommendations of the NAS, including:

(a) immediately relax enforcement of Quality Management Programs, 10 CFR
35.22 and 35.25

(b) NAS recommended that Congress eliminate the NRC from regulation of
medicine altogether, replaced by HHS support to State health
departments, and giving the States the immediate authority to regulate
reactor produced radioactive materials




Page 3.
March 12, 1996

(c¢) OAS favors continued involvement by NRC, but discontinuing regulating
any functions dealing with the practice of medicine,

(d) requiring that "bioeffects" be used in evaluating regulations,
considering the overall risk involved.
(e) current revision of Part 35 is to be

placed on hold until congrese
acts on the NAS recommendations

INSPECTIONS:

The NRC inspection of the hospital .as held on 1/26/96 and the
well, with no violations listed on the official summary.
items which he discussed verbally,

visit went very
There were several
but were not included on the report:

The most leak test certificate could not be locaied during the visit,
This was located today on the bookshelf in the camera room. It was
apparently left out by the previous technologist for signing by the RSO.

Use of a range, rather than a specific amount for an I-131 treatment.
This had been discussed in previous RSC meetings and was already

corrected. This was likely not cited by the NRC because it was already
self-identified.

= The most recent set of RSC minutes did not reflect the members present
and members absent and did not include a discussion of film badge
results in comparison to ALARA action levels. (The 10/5/95 minutes
were not seen by the iuspector, as they were filed in the 3-ring binder
in nuclear medicine. These did include the required information.)

The inspector was apparently concerned about the broken Pb-shield for
the Cs-137 vial source used for dose calibrator checks. The inspector
took leak tests of the source and on the phone indicated there is uo
leakage. 1 had also previously done leakage tests, after the source w:s
damaged and confirmed no leakage. At that time, I had discussed this
problem with the NRC by telephone and was told no further action was
needed. This incident is discussed in detail in my 9/2/93 report, under
the Leak Test category and in Item #14 of the 9/2/93 RSC minutes.

ALARA RADIATION SAFETY PROGRAM:

1. We reviewed film and TLD badge results for nuclear medicine and radiology
personnel and found them to be well below 10% of the EDE limit, as
recommended by the NRC ALARA program.

2. I completed the annual radiation safety ALARA audit on this date. Each of
the required records in nuclear medicine was reviewed and found complete.

The most recent procedures were conducted 1/16/96 and all records have been
put on hold since that time,
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3. 1 also completed the annual Quality Management Program audit on this date
and this will need to be reviewed and signed along with the ALARA audit.
All the required information, including written directives, patient
identification and dosage verification were found to be in compliance.
The one item which was not in total compliance was the 3/16/95 thyroid
therapy dosage which was listed as 15 - 16 mCi on the written directive,
This had been previously discussed in March 1995.

4. Before conducting lung ventilation tests in nuclear medicine again, it will

be necessary to repeat the required semi-annual ventilation checks in the
camera room.

5. 1 updated the quarterly physical inventory of sealed sources on this date
ani all were accounted for.

6. Dr. Boyd will need to sign the January 15, 1996 survey records which are
located in the white 3-ring binder in nuclear medicine,

LERK TESTS:

I performed the semi-annual leak test on the Cesium-137 dose calibrator check
source and the certificate will be mailed for the nuclear medicine records.

INSTRUMENT QUALITY CONTROL:

Day-of-use constancy records on the dose calibrator were found to be within
+/- 5% ranges. 1 recorded the new dose calibrator ~'nstancy ranges for each
setting, to account for one year of decay of the Cs-137 source.

I did not complete a quarterly linearity check on the dose calibrator today,
but this would need to be repeated before procedures are reinitiated. The

accuracy te~ts on the dose calibrator will also need to be completed before
procedures are performed.

I performed the operational checks on the survey instruments. Results

indicated they are operating properly and in accordance with regulatory
standards.

Gamma camera quality control through the time the procedures were suspended
were up to date and indicate the instrument is operating properly.

Thank you. Our next visit will be scheduled for June 1996, In the meantime,
please contact us if questions arise.

Sincerely,

Xyw AL

8tan Buhr, Health Physics Consultant



September 19, 1996

VIA FACSIMILE and U.S. MAIL

Mr. John Madera

Chief - Nuclear Materials Licensing Branch
U.S. Nuclear Regulatory Commission

801 Warrensville Road

Lisle, Illinois 60523-4351

Re:  Change of Leaseholder
Starke Memorial Hospital

Dear Mr. Madera:

I am writing to notify your office of the proposed change in Leaseholder of Starke
Memorial Hospital, a County Hospital organized pursuant to the Acts of 1917, Chapter 144,
located in Knox, Indiana (the "Hospital").

As currently proposed, the Hospital will be leased by Principal Hospital Company.
The parties currently anticipate that this transaction will become effective on or about October
1, 1996,

The Hospital currently has a license issued by your branch, license number
13-15399-01.

By way of this letter, I request that your office send all necessary licensure forms
to document this change of ownership to me at the above address. The executed licensure forms
reflecting this transaction will then be submitted to your office prior to the change of ownership.
The bill of sale evidencing the transaction will be forwarded to you upon the close of the
transaction,

Please let m. know if you need any additional information at this time. My direct
number is 615/252-2406.

Yours truly,
Kelliz A. Little
Paralegal

ce: Mr. Martin Rash

Kevin D. Norwood, Esq.
Michelle B. Marsh, Esq.
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Richard A. Boyd, M.D.
Radiation Safety Officer
Principal Knox Company

d/b/a Starke Memorial Hospital
102 East Culver Road

Knox, IN 46532

Dear Dr. Boyd:

This refers to the letters dated September 17, 1996 and September 26, 1996, requesting
NRC consent to the proposed transfer of control of Starke Memorial Hospital, NRC License
No. 13-15399-01. Based on the information submitted in the letters, the NRC has no
objecticn to the transfer of control.

Enclosed is Amendment No. 12 to your NRC Material License No. 13-15399-01
in accordance with your request.

Please review the enclosed document carefully and be sure that you understand all
conditions. If there are any errors or questions, please notify the U.S. Nuclear Regulatory
Commission, Region Il office so that we can provide appropriate corrections and answers.

Please be advised that your license expires at the end of the day, in the month, and year
stated in the license. Unless your license has been terminated, you must conduct your
program involving byproduct materials in accordance with the conditions of your NRC
license, representations made in your license application, and NRC regulations. In
particular, note that you must:

1. Operate in accordance with NRC regulations 10 CFR Part 19, "Notices, Instructions
and Reports to Workers; Inspections,” 10 CFR Part 20, "Standards for Protection
Against Radiation," and other applicable regulations.

2. Notify NRC, in writing, within 30 days:

a. When an authorized user or Radiation Safety Officer permanently
discontinues performance of duties under the license or has a name change;
or

b. When the licensee’s mailing address changes (no fee is required if the

location of byproduct material remains the same).

301 98/
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3. In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC,
promptly, in writing, and request termination of the license:

a. When you decide to terminate all activities involving materials authorized
under the license; or

b. If you decide not to complete the facility, acquire equipment, or possess and
use authorized material.

4. Request and obtain a license amendment before you:

a. Receive or use byproduct material for a clinical procedure permitted under
Part 35 but not permitted by your license
issued pursuant to this Part;

b. Permit anyone, except individuals described in 10 CFR 35.13(b) to work as
an authorized user under the license;

c. Change Radiation Safety Officers;

d. Order byproduct material in excess of the amount, or radionuclide, or form
different than authorized on the license;

e. Add or change the areas of use or address or addresses of use identified in
the license application or on the license; or

f. Change ownership of your organization.

5. Submit a complete renewal application with proper fee or termination request at
least 30 days before the expiration date of your license. You will receive a
reminder notice approximately 90 days before the expiration date. Possession of
byproduct material after your license expires is a violation of NRC regulations. A
license will not normally be renewed, except on a case-by-case basis, in instances
where licensed material has never been possessed or used.

In addition, please note that NRC Form 313 requires the applicant, by his/her signature, to
verify that the applicant understands that all statements contained in the application are
true and correct to the best of the applicant’s knowledge. The signatory for the
application should be the licensee or certifying official rather than a consultant.

You will be periodically inspected by NRC. Failure to conduct your program in accordance
with NRC regulations, license conditions, and representations made in your license
application and supplemental correspondence with NRC will result in enforcement action
against you. This could include issuance of a notice of violation, or imposition of a civil
penalty, or an order suspending, modifying or revoking your license as specified in the
General Policy and Procedures for NRC Enforcement Actions, 10 CFR Part 2, Appendix C.
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R. Boyd

Since serious consequences to emplovees and the public can result from failure to
comply with NRC requirements, prompt and vigorous enforcement action will be taken
when dealing with licensees who do not achieve the necessary meticulous attention to
detail and the high standard of compliance which NRC expects of its licensees.

License No. 13-15399-01
Docket No. 030-09044

Enclosure: Amendment No. 12

cc.

Chief Executive Officer
Principal Knox Company

d/b/a Starke Memorial Hospital
102 East Culver Road

Knox, IN 46532

Ms. Kellie A. Little

Paralegal

Walier Lansden Dortek & Davis
511 Union Street, Suite 2100
P.O. Box 198966

Nashville, TN 37212-8966

M:\03009044.CL6

Sincerely,

Original Signed By
Michael F. Weber
Nuclear Materials Licensing Branch

To receive a copy of this document, indicate in the box: “C" = Copy without attachment/enclosure "E" = Copy with attachment/enclosure “N” = No copy
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UNITED STATES
.UCLEAR REGULATORY COMMISSION
REGION IlI
801 WARRENVILLE ROAD
LISLE, ILLINOIS 60532-4351
630-829-9887 (phone), 630-515-1259 (fax)

CONVERSATION RECORD e joate
11:45 am 10/8/96
O wvisir O CONFERENCE X TELEPHONE
NAME OF PERSON(S) CONTACTED ORGANIZATION (OFFICE DEPTETC ) TELEPHONE NO
Kellie A Little, Paralegal Waller Lansden Dortch & Davis 615-252-2406

SUBJECT

Leasing of Starke Memorial Hospital - Control No. 301881 - Lic. No. 13-15398-01

SUMMARY

| asked about the 9/17/96 letter which referred to “leasing” the hospital, but also mentioned a “bill of sale."
Ms. Little said that the hospital was being leased, and not sold, and that the use of “bill of sale” in the
referenced letter was incorrect.

ACTION REQUIRED

Issue amendment.

NAME OF PERSON DOCUMENTING CONVERSATION SIGNATURE DATE

Michael F. Weber | 20 Led | 10/1006




UNITED STATES

%, NUCLEAR REGULATORY CCMMISSION
2 REGION il
' 801 WARRENVILLE ROAD

LISLE, ILLINOIS 60532-4351
September 30, 1996

Richard A. Boyd, M.D.
Radiation Safety Officer
Principal Knox Company

d/b/a Starke Memorial Hospital
Radiology and Nuclear Medicine
102 East Culver Road

Knox, IN 46532

SUBJECT: ACKNOWLEDGEMENT OF CORRESPONDENCE (Letter Dated 09/26/96)
Dear Licensee:

In response to your request. we have completed the initial processing, which is
an administrative review of your application for a(n):

—_ New License _X_ Amendment ___ Renewal

Administrative deficiencies were identified during this initial review as
outlined below. However, it should be noted that a technical review may identify
additional omissions in the submitted information.

It appears that your request is routine (see 1-3 below as, applicable).

Incomplete information is as follows: An amendment (with the required fee) 1s
necessary to change the name of your company. Please contact our License Fee &
Debt Collection Branch, Tocated in our headquarters office, as referenced below,

1n_th r f nt.
1. New and amendment actions are normally processed within 90 days.

unless we find major deficiencies. or policy issues requiring
central program office assistance.

2. Renewal actions are normally processed within 180 days. however
under timely filing (before expiration) you may continue to operate
under your existing license.

3. Termination actions are normally processed within 90 days. unless
confirmatory surveys following decontamination/decommissioning
activities are involved.

A copy of your correspondence has been forwarded to our Licensing Fee and Debt
Collection Branch (301/415-6097) for approval of the fee category and amount, if
required.

If you have a compelling safety or business-related reason for requesting
expedited review, please contact the Materials Licensing Branch at (630) 829-
9887. We will try to complete your request as soon as practicable. Any
correspondence about this request should reference the control number.

Nuclear Materials Support Branch
Mail Control No. 301881
License No. 13-15399-01



