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Byproduct, source, . & Chemical and/or physical
and/or special nuclear form

material

H. Iridium-192 H. Pre-cut wire

(obtained from a
manufacturer or
preparer licensed
pursuant licensed
pursuant to 10 CFR
32.72 or equivalent
Agreement State
requirements)

I. Uranium depleted [. Cadmium plated metal
in Uranium-235
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Authorized Use:

Medical use described in 10 CFR 35.100.
Medical use described in 10 CFR 35.200.
Medical use described in 10 CFR 35.300.
Medical use described in 10 CFR 35.400.

Amendment No. 4777

Maximum amount that
licensee may possess
at any one time
under this license

No single wire
to exceed 200
millicuries.

possession
limit not to
exceed 600
millicuries

Not to exceed
999 kilograms

Medical use described in 10 CFR 35.500 in devices which have been evaluated and
approved for licensing purposes by the U.S. Nuclear Regulatory Commission or an

Agreement State.

In vitro studies.

To be used in a J. L. Shepherd and Associates Model No. 28 Series, Submodel 28-6
calibrator for calibration of survey instruments of the licensee and as a service to

customers.
For interstitial treatment of cancer,

Shielding in a linear accelerator.
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34-01216-03
MATERIALS LICENSE [Docket or Reference Number i e
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Amendment No. 47

CONDITIONS

10. A. Licensed material shall be used only at the licensee’s facilities located at
2213 Cherry Street, Toledo, Ohio.

B. Licensed material listed in Subitems 6.A., 6.B., and 6.C. (excluding uases,
aerosols and iodine-131 over 30 millicuries) may also be used at the licensee’s
facility located at 2200 Jefferson Avenue, Toledo, Ohio.

11. Radiation Safety Ofiicer: Kathryn J. Royen, Ph.D.

A. R. E. Myers, M.D., for material in 10 CFR 35.100, 35.200, 35.300, 35.400,

35.500, 37,11 end iridium-192 wire.

B. E. P. Ho, M.D., for marerial in 10 CFR 35.300, 35.400 and iridiun-192 wire,

C. G. B. Glasberg, M.D., for material in 10 CFR 35.100, 35.200 (excluding

generators), 35.500 and 31.11.

D. P.M. Royen, M.D., for material in 10 CFR 35.100, 35.200, 35.500 and 31.11.

E.

Hoover, M.D., for material in 10 CFR 35.100, 35.200 (excluding
generators), 35.300, 35.500 and 31.11.

. Fadell, M.D., for material in 10 CFR 35.100, 35.200, 35.3C(, 35.500 and

31.11.

. Gordon, M.D., for material in 10 CFR 35.100, 35.200, 35.500 and 31.11.
. Mayes, M.D., for material in 10 CFR 35.100, 35.200, 35.300, 35.500 and

31.11.

. Siders, M.D., for materials in 10 CFR 35.100, 35.200, 35.300, 35.50"

and 31.1!.

. Doerfler, M.D., for material in 10 CFR 35.100, 35.200, 35.300, 35.500

and 31.11.

. Loh, M.D., for materials in 10 CFR 35.100, 35.200, 35.500 and 31.11.

12. Authorized Users:

et

F. M. F
G S. E
H. 5L
I R. W
J R. B
K T. 1
L 5. §

. Manion, M.D., for material in 10 CFR 35,100, 35.200, 35.300, 35.500 and

31.11.
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M. G. W. Marsa, M.D., for material in 10 CFR 35.300, 35.400 and iridium-192 wire.
N. C. 1. Mah, M.D., for material in 10 CFR 35.300, 35.400 and iridium-192 wire.

0. S. R. Zeidner, M.D., for material in 10 CFR 35.300, 35.400 and iridium-192
wire,

P. W. K. Mueller, M.D., for material in 10 CFR 35.300 and 35.400 and iridium-192
wire,

0. R. K. Ahuja, M.D., for material in 10 CFR 35.300 and 35.400 and iridium-192
wire,

R. A. Konski, M.D., for material in 10 CFR 35.300 and 35.400 and irid um-192 wire.
S. K. J. Royen, Ph.D., for material in Subitem 6.G.

T. Yogesh P. Patel, M.D., for material in 10 CFR 35.100, 35.200, 35.300, 35.500
and 31.11.

U. Antoinette L. LaValley, M.D., for material in 10 CFR 35.100, 35.200, 35.500
and 31.11.

V. Shayle B. Patzik, M.D., for material in 10 CFR 35.100, 35.200, 35.500 and
31.11.

W. John F. Brunner, M.D., for material in 10 CFR 35.100, 35.200 (excluding
generators) and 35.300 (not to exceed 30 millicuries
cf iodine-131 per treatment).

X. John E. Brunner, M.D., for material in 10 CFR 35.100 and 35.300 (not to exceed
30 millicuries of iodine-131 per treatment).

Y. Jyo.i Chakravarty, M.D., for material in 10 CFR 35.100 and 35.300 (not to
exceed 30 millicuries of iodine-131 per treatment).

L. Jeffrey M. Boorstein, M.D., for material in 10 CFR 35.100, 35.200, 35.500
and 31.11.

13. Notwithstanding the requirements of 10 CFR 3£.400 (d) and (g), the licensee may use
iridium-192 as seeds encased in nylon ribbon as a sealed source in seeds for
interstitial, and intracavitary treatment of cancer. The licensee may deviate from
the manufacturer’s radiation safety and handling instructions to the extent that the
instructions are not applicable to the type of use proposed by the licensee.
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In addition to the possession limits in Item 8, the licensee shall further restrict
the possession of licensed material to quantities below the minimum limit specified ‘
in 10 CFR 30.35(d) for establishing decommissioning financial assurance. -

-
o
el 15, Except as specifically provided otherwise in this license, the licensee shall

o conduct its program in accordance with the statements, representations, and

o procedures contained in the documents, including any enclosures, listed below,

o except for minor changes in the medical use radiation safety procedures as provided
o in 10 CFR 35.31. The Nuclear Regulatory Commission’s regulations shall govern

8 uniess the statements, representations, and procedures in the licensee’s application
3 and correspondence are more restrictive than the regulations.

q

o

:

A. Applications dated May 31, 1990 and February 21, 1995; and
B. Letters dated October 18, 1990 (with attachments) and December 11, 1996.
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EXHIBIT 1

KAC FOMw I VA HUCLAAR REGULATORY COMMISS 1 O™
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LA AE
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Noaw B APPLICATION FOR MATERIAL LICENSE owtdg PIP

INSTRUCTIONS SEf THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION SEND TWO COPIES
OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW

¥ YOU ART LOCATID

VS NUCLEAR AEGULATORY COMMISSION LIS MDIANA NOmA MICHIGAN WIAMEEOTA, WESOUR| DHC OR
Oe SION OF PUEL CYCLE AND MATERIAL SAFETY, uns PRECOMEIN, B N0 APPLICATIONS TO
WAL GTON s
B - ’ U MUCLEAR REGULATOR Y COMMISSION. REGION I
ALL OTHER PRASONS PILE APPLICATIONS 24 POLLOWS, 17 YOU AR MATER ALS LICENIING BECTION
LOCATRED ™ 799 AOOSE VELY ROAD
Gl ELLYN L S0

COMMECTICUT DELAWA DISTRICT OF COLLUMBIA WAL MARYLAND

MASSACHUSETTE MW MASLY WEW YORK, SEn YL VANIA AHOOE 1 LAND ASLAMIAS COLORADOD iDAMC KANSAS LOU ANA MOMTANA METRASKA

OR VERMONT BEND APYLICATION TO NEN MEKICO, NORTH DARTTA O LAMOMA, BOUTH DAROTA, THXAS WYAM,
OF WYOMING BEND APPLICATIOMS 1o

U NUCLEAR REGULAY MEGIOM |
N lf; MATE :-u::tg:é:euu,nlo. MUCLEAR REGULATORY COMMISSION REGION IV
SRIAL RADIATION PRAOTECTION SECTION

B PARE AVEINUE e
KNG OF PRUSSIA PA 18408 :A”::c.:o’cuvl: :-‘v'l Gt

PEOGRAL ABENCIES FILE APPLICATIONS WITH

ALABAMA PLORIOA GEORGIA KENMTUCK Y WISEIREIPP1 WORTH CAROL A
PULRTO RICD tc;wn uaog‘\n TaMNESSLE VIRGIMA VIRGN BLANDE, O ALMSNA ARIZOMA CALIFORMLA FAMAL, NEVADA ONECON WAkMINGTON
WERET VIAGINIA BENG APPLICATIONS TO "AQ WA TEARITOR/TE ANO POSEEESICAS IM THE PACIT IC. BEND APLICATIONS

U NUCLEAR REQULAYTOR Y COMMIESION REGHOR N

R e ST 43 puEisar seasTon; cOIOn SH00n
L]

$01 ANISTTA STREET, VTS W80 MARIA LANG BUITE 110

ATLANTA (A 001 WALNUT CAEER G Baed

FERSONS LOCATED I KORTEMENT STATES SEND APPLICA M1ONS O THE US SUCLLAR REGULATOR Y COMMIEION OMLY I¥ THEY R YO POBEEES AND USE LICTMEED MATENIA
WATATAS SUBIECT TO L8 MUCLEAR REOULATORY COMMISEION AR SCT IO

1 OYMIS I8 AN APPLICATION FOR (Chant amarapri ) 7 MAME AND MAIL NG ADORESS OF APPLICANT fhais 2o Casw

& da i St. Vincent Medical Center
L Ak 1D . Ehas
bl @ AMENOMENT TD LICENSE NUMBEA _34-01216-03 2213 Cherry Street

€ MENEWAL OF LICENSE MUMSER - s Toledo, Ohio 43608

3 ADOSESSES WHERE LICENSED MATERIAL w8t U“OQ"‘O“(“‘U
St. Vincent campus: Mercy campus:
2213 Cherry Street 2200 Jefferson Avenue
Toledo, OH 43608 Toledo, OH 43624

% NAME OF PELASON TO BE CONTACTED ABOUT Twid APPLICATION TELEPHONE MUNBER

Kathrvn J. Royen, Ph.D., R.S5.0. (419)251-4044

-
SUBMIT ITEMS § THAGUGH 11 ON B « 1) PARER Tid TYPE ANC SOPE OF INFORMA T40% TO BF FROVIDED 1S DESCAIBED IN THE LICENSE APPLICATION GUIDE

-
B RADIOACTIVE MATERIAL
# Semer and man sumte § erermacsl gt ' piywch form g © IR | o PUSPORE S FOR BITH LICENSED MATERIAL WILL BF USED

W s e poaee g1 a0 B 1T

Y INDIVIOUALIS RESPONSIBLE FOR MACIATION BAPETY PROGAAM AND Tee § TRANING FOR INDIVIDUALS WORK ING 1N OR FREQUENTING RESTRICTED AREAS
TRAINMING AND FxPERIENCE

§ FACILITIAS AND EQUPWENT 10 RADIATION BAFETY PROGRAN

7 MCENSEL FEES ilew 10 CF N 170 ot Soctoon e

1 WASTE MANAGEMENT . ) Eu MINT -
€L CATRGORY ‘PR17 ) penc. o860 8 [/ (
— 10CFRI70, 31,7 440,00
13 CERTIFICAT ON (it e comoiome By appiscent THE DPPLIZANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE N Trid APPLICATION ARE
BINDING UPON THE APP ICANT .
THE APPLICANT AND ANY OFFITIAL CRECUTING THIS CERTIF'CATION ON BEMA/ OF THE APPLICANT NAMED i ITEM 7 OV RTIFY THAT THIT ASFLICATION 1§
PREFARED N CONROMMITY WiTh TITLE 1€ CODE OF $EDERAL REGULATIONS 7ARTS 30 22 30 34 35 AND 0 AND THAT AL WNFORMATION CONTAINED WEREN
15 TAUE AND COARECT TO Twi BEST OF T A RNOWLEDGE AND [ I8
WARMING WMUSC ~r % 1001 ACT OF JUNE 26 1048 £78TAT Ja9 MAKES T A CRIMINAL OF FENSE 1O MAKE AW LLPULLY PALSE STATEMENT OR REPRESENTATION
YO ANY DEPARTHENT OF AGENCY OF THE UN TEDSTATES A8 YO ANY MATTER WITHIN TS JURISOICT IO%
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! . Steven L. Mickus President and CEO Ly

e A ¢ A0 -
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2 NUMB: % OF TV OVILS Tew e '@ WOULD *OU BE WILL NG TO PURNIGH COST INFOAMATION Toviia- are o o™ Masrw
oten fpcw ity Bty B TRy ON Tl ESONOMIC IMPACT OF CURRENT MR REGULATIONS OR ANY FUTURE
PROPOSED NRC AEGULATIONS THAT MAY AFFECT YOO INRC g srtoons porm it
‘.”mtmmu‘mcdwwomwmtw-

Wy agurcy B coniaence |

ra .o £
00K - PROK TNUMBT R OF BEDS

BTR0K - 1M ves l l "0
FOR NRC USE ONLY
TYPE OF *R0 FRL CATRIORY COMMENTS

APPROVED BY

AMOUNT RECRIVED CHECK NUMBER

RECEIVED
DEC2619%
/REGION III'

PRIVACY ACT FTATEMENT On THE REVERST

tf




l. 7

EXHIBIT 1 (Continued)

PRIVACY ACT STATEMENT

Pursuant to § U.S.C. 552ale)(3), enacted intu lzw by section 3 of the Privacy Act of 1974 (Public Law 83-579), the follow-
ing statement is furnished to individuais who supply information to the Nuclear Regulatory Commission on NRC Form
313, This infarmation is maintained in a system of records designated as NRC-3 and described at 40 Federal Register 45334
{October 1, 1975).

1. AUTHORITY: Sections 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)),

2. PRINCIPAL PURPOSE(S): The information is evaluated by the NRC staff pursuant to the criteria set forth in 10 CFR
Parts 30, 32, 33, 34, 35 and 40 to determine whether the spplication meets the requirements of the Atomic Energy Act of
1954, as smended, and the Commission’s regulations, for the issuance of a radioactive material license or amendment
thersof,

3. ROUTINE USES: The information may be {a) provided to State health departments for their information ard use;
and (b) provided to Federal, State, and local health officials and other persons in the event of incident or exposure,
for their information, investigation, and protection of the public health and safety. The information may also be dis-
closed to appropriate Federal, State, and local agencies in the event that the information indicates a violation or potential
violation of law and in the course of an administrative or judicial proceeding. In addition, this information may be trans-
ferred to an appropriate Federal, State, or local agency to the extent relevant and necessary for an NRC decision or to
an appropriate Federal agency to the extent relevant and necessary for that agency’s decision about you.

4, WHETHER DISCLOSURE 18 MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVID-
ING INFORMATION: Disclosure of the requested inforriation is voluntary, |f the requested information is not furn.
ished, however, the application for radicactive material license, or amendment thereof, will not be processed. A request
that information be held from public inspection must be in accordance with the provisions of 10 CFR 2,790, Withhold-
ing from public inspection shall not affect the right, if any, of persons properly and directly concerned need to insnect
the document, ¢

6. SYSTEM MANAGER(S) AND ADDRESS: U.S. Nuciear Regulatory Commission
Director, Division of Fuel Cycle and Material Safety
Oftfice of Nuclear Material Safety and Safeguards
Washington, D.C, 20555

EXH-4

¢ ¢




December 11, 1996 St. Vincent Medical Center
U.S. Nuclear Regulatory Commission

Region 1li

801 Warrenville Road

Lisle, Illinois 60532-4531
Attention: Matenials Licensing Division

Re: Request for Amendment to USNRC License No. 34-01216-03
Special Request: Please expedite the review of this
request to ensure the continuity of
patient care

Dear Sirs:

Please amend our Byproduct Materials License No. 34-01216-03 to include the items listed
in the Sections below

I'he precipitating cause for this amendment is that on December 31, 1996, Mercy Hospital
(USNRC License No. 34-00305-03) will cease hospital operations and the clinical
activities which remain open will be continued under the direction of St. Vincent Medical
Center. This is not a change in ownership of St. Vincent Medical Center,

The intent of this amendment 1s divided into four Sections:

Section 1. Notification is made that St. Vincent Medical Center and Mercy
Hospital will change their respective names

Section 2. The request for St. Vincent Medical Center (USNRC License No. 34-
01216-03) to begin licensed activities at the Mercy Hospital site _on the
ame date the qC ital terminate CNSE.

Section 3. Pertinent sections from Regulatory Guide 10.8 are included to reflect the
clinical operations that will continue on the Mercy Hospital site as well
as the Authorized Users who will practice at the respective sites

Section 4. A declaration that the applicable sections of St. Vincent Medical Center's
Quality Management Program will be implemented on the Mercy
Hospital site as we!l.

Accordingly, St. Vincent Medical Center, 2213 Cherry Street, Toledo, OH
43608 (USNRC License No. 34-01216-03) requests to add the location formeriy
known as Mercy Hospital, 2200 Jefferson Avenue, Toledo, OH 43624
(USNRC License No. 34-00305-03) to its license as a second site of medical use of
byproduct materials. NKRC Form 313 is submitted with this letter, indicating St. Vincent
Medical Center’s intent to amend its Byproduct Materials License.

St. Vincent Medical Center, Toledo, OH Page 1 of 26
Byproducts Materials No. 34-01216-03 (excluding attachments)
Request for Multi Site Licensure: December 11, 1996

2213 Cherry Street, Toledo, Ohio 43608-2691 419/321-3232 Member, Covenant Health Systems
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As of December 31, 1996, Mercy Hospital will decommission its license and submit
closeout surveys of all areas utilizing byproduct materials for medical use.

As of January 1, 1997, St. Vincent Medical Center is requesting, under a Continuity of
Care C ation, to be licensed to provide nuclear medicine services at the Mercy
Hospital location, referred to hereafter in this request as the “Mercy Healthcare campus”,
the address of which is 2200 Jefferson Avenue, Toledo, OH 43624,

In accordance with 10.CFR.170.31.7.c., a license amendment fee of 3_440 is attached
to this letter. This license amendinent fee was verified through your Washington office
(Ms. Shirley Crutchfield, telephone conversation December 11, 1996).

Section 1. Notitication of Change of Name

Effective January 1, St. Vincent Medical Center, the Licensce, will change its name to
St. Vincent Mercy Medical Center to reflect the additicn or the former Mercy
Hospitai services to St. Vincent Medical Center. The s .e formerly known as Mercy
Hospital will change its name to Mercy Healthcare Center.

Section 2. Request for Multi-site licensure

License reviewer pleuse note:

The following format reflects the requirements for multi-site licensure contained in the
USNRC Document “Guidance for Multi-Site Licenses”, PG1-23, 4/30/96. The following
format lists the requirements, as appropriate, verbatim, in Section 3.1. through Section 3.5
in italics; the St. Vincent Medical Center response follows each Section’s requirement.

LLA. Focus

The adequacy of the licensee's radiation safety program and management oversight...with
particular attention to delegation of responsibility and established reciprocal lines of
communication between users and management:

SVMC Response:

The Radiation Safety Program currently in effect at St. Vincent Medical Center will
be extended to apply to the Mercy Healthcare campus. The management
currently supervising the areas involved in byproducts materials use at St.
Vincent will supervise those areas on the Mercy Healthcare campus as well,
Therefore, the delegation of responsibility and lines of communication
currently in place at St. Vincent will apply to the Mercy Healthcare campus.

3 LB, Description of Multi-Si

SVMC Response:
The designation of the Mac{, Healthcare campus as a second site of use for
materials for which St. Vincent Medical Center is currently licensed is
requested because the addresses of use are geographically separated. Each

m
St. Vincent Medical Center, Toledo, OH Page 2 of 26
Byproducts Materials No. 34-01216-03 (excluding attachments)

Request for Multi Site Licensure: December 11, 1996




campus will be under the direction of the same Radiation Safety Officer, the
same Radiation Safety Committee, and the same Administrative Management.

Furthermore, the nature of licensed material use ard operations at each site are the
same: byproduct materials for medical use.

This requested multi-site use is therefore the same as noted in Item 3.1.B.(3):
Medical licensees with facilities at more than one geographical location.

LLC. Nwaber of Sites

SVM© !&es?onse: e
Two sites of use are requested by St. Vincent Medical Center: one site is on the St.
Vincent campus and the second is on the Mercy Healthcare campus.

2. Program Management SUruciis. .
3.2.A. General information

(1) The licensee should document an administrative structure, organization, and
procedures adequate to ensure safe operation by users at all facilities.

(2) The application should include an organizational chart depicting the licensee's
management structure, reporting paths, and flow of authority.

(3) ...the application should provide a clear enunciation of the management structure and
related authority for implementation and conduct af the radiation safety program at
each facility...control of license material and facilities as well as ownership should be
clearly specified...

SVMC Response:

By January 1, 1997, Mercy Hospital will cease to exist as a hospital and will,
instead, function as an enhanced outpatient services center. Please reference
the attached letter, dated December 9, 1996 submitted as ATTACHMENT
A, which describes the future planned use of the Mercy Hospital campus.
Administration and support for those clinical services offered on the Mercy
campus will be provided by St. Vincent Medical Center,

With specific reference to the Byproduct Material Frocedura performed there, the
same administrators, managers, Radiation Safety Officer and Radiation Safety
Committee currently providing oversight for the St. Vincent site of use will be
responsible for the K‘lcrcy Healthcare campus site of use.

(1) At the level of Chief Executive Officer for St. Vincent Medical Center
and lower, the administrative structure, organization, and procedures to
be used at the Mercy Healthcare campus location are the same as are
gurremly on file with the USNRC with the St. Vincent Medical Center
license.

(2) The pertinent sections of the St. Vincent Mercy Medical Center Organizational
Chart, depicting the management structure and its connection to the Nuclear
Medicine service on the Mercy Healthcare campus, including the reporting
gaths, and flow of authority is attached to this request as ATTACHMENT

m
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(3) As depicted in the organizational descriptions provided in (1) and (2)
above, this change in structure does not represent a joint operating
agreement, nor are the two licensees uniting to form 21 association with
duplications of administrative oversight.

3.2.B. Corporate Management

(1) Senior Management
{a) Management oversight and mechanisms to ensure adequate control over day-to-
day licensed activities at each site, including assignment of duties and allocation
of necessary resources:

SVMC Response:

Since the site on the Mercy Healthcare campus will be managed as a section
of the St. Vincent Medical Center Department of Nuclear Medicine, the
management of the site on the Mercy Healthcare campus will by the same
individuals managing the Nuclear Medicine Department at St. Vincent
Medical Center, and the existing Radiation Safety Officer and Radiation
Safety Committee at St. Vincent Medica! Center will extend its authority
and supervision to the Mercy Healthcare campus.

Management oversight over procedures involving the use of radioactive
material and support of the Radiation Safety Program is provided directly
by Senior Administration membership on the St. Vincent Medical Center
Radiation Safety Committee, and by Senior Administration delegation of
authority to the Radiation Safety Otyﬁcer and the Radiation Safi
Committee (currently on file with the USNRC), and to the Radiology
Administrator and Nuclear Imaging Manager for their respective
responsibilities over the sites of use. These individuals, with the
approval of the Radiation Safety Committee, assign duties and allocate
resources necessary for the safe use of the radioactive materials and
enforcement of the Radiation Safety Program. The Authorized Users
also accept responsibility for the safe receipt, use, and storage of
radionuclides, both directly and by their direction of the certified nuclear
medicine technologists.

(b) Statement of delegation of authority to the RSO and RSC signed by senior
management:

SVMC Response:

The Statement of the Delegation of Authority to the St. Vincent Medical
Center Radiation Safety Officer and Radiation Safety Committee by
Senior Management is currently on file with the USKJRC (letter dated
May 31, 1990)

In order to assure the timely review of this request, by signature on this
letter, Senior Management reaffirms compliance with the model
Radiation Safety Committee Charter and Radiation Safety Officer
Delegation of Authon'tg that was published in Appendix F. to Regulatory
Guide 10.8, Revision 2. Kathryn J. Royen, Ph.D., the current
Radiation Safety Officer , will extend her responsibility to the site on the
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Mercy Healthcare camgus, and the current Radiation Safity Committee
will extend its review functions and authority to the sit: on the Mercy
Healthci re campus.

(¢) Assurance that the RSO has sufficient time to perform duties, appropriate staff
support, and provisions for RSO absence:

SVMC Response:

The RSO is provided with sufficient time to perform her duties as they are
expanded to this additional site. Since the RSO is also the Director of
the Department of Medical Physics, the physicist staff in that department
provides support for Radiation Safety responsibilities and provides
coverage for the RSO in her absence.

(d) Periodic site tours and meetings with site management, the RSO, and the RSC:

SVMC Response:

Since the Mercy Healthcare campus site will be under the direction of the
current St. Vincent Medical Center administrative structure, RSO, and
RSC structure, senior management will continue, through its current
relationship with those entities, to conduct periodic tours and meetings
as required, and to add issues pertinent to the Mercy Healthcare campus
to those which it currently reviews.

(e) Mechanisms for reporting to informing management of unsafe practices and
incidents, and the management role in responding to such circumstances.

SVMC Response:

Since the Mercy Healthcare campus site will be under the direction of the
current St. Vincent Medicai Center administrative structure, RSO, and
RSC structure, the mechanisms for reporting, informing management,
and management response to unsafe pructices and incidents will
continue, including the Mercy Healthcare campus as one of its sites of
review and oversight.

Under current procedure, incidents are reported to the Hospital Safety office
and/or to the Radiation Safety Officer who, as needed, responds
immediately to manage the incidents in accordance with hospital

uidelines. The Radiation Safety Officer reports such issues to the
diation Safety Committee and to Management, who direct the further
management of the issues and make recommendations and changes in
procedures to prevent a reoccurrence of such incidents.

(f) Methods and checks established to ensure that the RSO possesses and reviews
current regulations.

SVMC Response:

The RSO is on the GPO mailing list for receipt of docum:ats pertinent to
licensure, which include Code of Federal Regulations proposed
changes and final rules pertinent to licensed 2. tivities. }I);\(;: RSO also
receives the NMSS Newsletters, and infoimation from professional
organizations such as the American Association of Physicists in
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Medicine, the Health Physics Society, the Society of Nuclear Medicine,
and the American College of Radiology.

As part of her job description, the RSO reviews these documents and
reports changes to the RSC for procedural implementation as required.

(8) Chain of authority for ensuring compliance with regulatory requirements:

SVMC Response:
The organizational chart (ATTACHMENT B) indicies the chain of
authority which ensures compliance with regulatory "equirements.

As notified by the RSO/RSC, Administration enacts policies/procedures to
ensure compliance with regulatory requirements.

(h) Assurance that senior manageme 1t kas an active role in sharing program
responsibilities with the RSO when an RSC is not established.:

SVMC Response:

Not applicable. The St. Vincent Medical Center RSC will provide
oversight of the Radiation Safety Program as it applies to the Mercy
Healthcare campus as well.

(i) Review of and involvement with program audits and evaluations, through
membership on the RSC or otherwise.

SVMC Response:

Senior management will continue its involvement with ﬁmgram audits and
evaluations, through membership on the RSC and through its
administrative oversight of personnel responsible for policies and
procedures pertinent to regulatory issues and radiation safety.

(2) Site Management

The licensee should provide a written explanation of the role of site management to
assist with the tasks of program management as outlined above for senior
management.

SVMC Response:

As described previously, Mercy Healthcare campus site management at the
senior, middle, and lower management levels will be performed by the
same individuals who provide management at those respective levels at
§t. Vincent Medical Center. Their tasks pertinent to program
management at the Mercy Healthcare campus will be the same as those
performed on the St. Vincent campus.

It is the intent to send a Nuclear Medicine technologist from the St. Vincent
campus to the Mercy Healthcare campus daily for 1 to 2 kours to
eerform the patient studies. That individual would then return to th= St.

incent campus. Supervision of and feedback from that individual
would therefore be on a daily basis. Should increased volume in the
future allow the expansion of the nuclear medicine technologists’ time
on the Mercy Healthcare campus to full time, supervision and feedback
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methods will be adjusted accordingly. Regardless of staffing levels, the
Authorized Users practicing on the Mercy Healthcare campus will
provide continual supervision over clinical procedures.

3.2.C. Radiation Safety Officer

The licensee should provide a written description of the RSO's role and duties to
ensure compliance with regulations, license conditions, and good radiation safety
practices. Although the tasks of the RSO may be delegated to other personnel, the
responsibility and authority over the tasks remain with the RSO.

SYVMC Response:

The RSO’s role and duties to ensure compliance with regulations, license
conditions, and good radiation safety practices comply with those
pertinent sections of 10.CFR.35., (specificaily, but not limited to
10.CFR.35.21 and 10.CFR.35.900.) and to specific requirements as
outlined in Appendices F and G in Regulatory Guide 10.8. These
duties are currently on file with the USNRC by reference to these
Appendices in the letter dated May 31, 1990.

Applicants should provide a written description of the office location, phone
number, and telefacsimile number of the location where the RSO will be situated.

SVMC Response:
The RSO information follows:
Kathryn J. Royen, Ph.D., D.A.B.R., Radiation Safety Officer
Department of Medical Physics
St. Vincent Medical Center
2213 Cherry Street
Toledo, OH 43608
Phone (419)251-4044
Beeper (419)251-9200
FAX (419)251-3801

The duties and responsibilities of the RSO should be specified in writing and
should include:
(1) Frequency of reporting to, and meeting with, executive and site
management, and the RSC.

SVMC Response:
The RSO meets with and, as necessary, reports to executive and site
management officials in the following forums:

Operations Team Meetings--Biweekly

Division Meetings--Biweekly

Radiology/Nuclear Medicine Department Meetings--Biweekly
Radiation Safety Meetings—Quarterly

The RSO has an open line of communication with all levels of
management through the Hospital E-mail system, and, due to the
quick feedback, reports and manages some issues through that

venue.
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The RSO meets with the RSC on a quarterly basis.

(2) Regular site visits, monitoring (e.g. facility/site surveys and review of
reports and records for each site), and feedback to site personnel, as
well as support staff, to ensure that daily operations at each site include
radiation safety activities, approved procedures, safe practices, and
compliance with regulations and licensing conditions.

SVMC Response:

The RSO will make site visits as needed, and no less often than
quarterly, to the Mercy Healthcare campus. Records will be
reviewed on a monthly/quarterly basis Kiuepending on the type of
record). Feedback to site personnel and support staff will be
ongoirg, since the personnel for the site will have their pri
job responsibility on the St. Vincent campus (see 3.2.B.(2)
above).

Daily operational procedures as they apply to radiation safety
activities, approved prucedures, safe riactices, and compliance
with regulations and licensing conditions will be the same as
currently in effect on the St. Vincen’ campus. That is, the policy
and the procedure manuals which apply to the St. Vincent
campus will also apply to the Mercy Healthcare campus.

(3) Periodic, interactive program audits at each site, indicating audit
frequency and reporting commensurate with site operations

SVMC Response:

Program audits will be performed by the RSO no less often than
quarterly and more frequently if needed and/or as recommended
by the Radiation Safety Committee.

The Mercy Healthcare campus site will be included in quarterly and
annual ALARA reports to the Radiation Safety Committee.

All audits will be interactive.

(4) Mechanisms for being alerted and responding to unsafe practices and
urgent situations that may occur at any site

SVMC Response:

Phone numbers for individuals to be contacted in case of
emergency, unsafe practice alerts, and other urgent situations
will be posted at the site. These individuals will include the
RSO, Supervisor, and at least one Authorized User. Since some
of the Authorized Users will also be practicing at the site, and
their numbers will be included in the emergency contact list, and
instructions to contact them immediately will be made.

All such situations will be managed in accordance with current St.
Vincent policy and will be reported by the RSO to the Radiation
Safety Committee, and, if necessary, to regulatory agencies.
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NRC Form 3, in addition to other required (State and Federal)
documentation, will be posted at the Mercy Healthcare campus,
just as it is currently at the St. Vincent site.

{5) Authority to make decisions and terminate unsafe practices and activities
Jeopardizing the safety of workers, the public, or environment.

SYVMC Response:

The RSO will extend the authority currently delegated to her to make
decisions and terminate unsafe practices and activities
jeopardizing the safety of workers, the public, or environment to
the Mercy Healthcare campus.

3.2.D. Radiation Safety Support Staff

The RSO may be supported by a staff who assist in the maintenance and control of
the licensed program at each site...Site personnel may also be enlisted to assist the
RSO...The RSO may delegate some of his/her radiation safety tasks to these
individuals; however, the authority and responsibility remain with the RSO.
SVMC Response:
Support staff for the RSO included the Medical Physics staff, the manager
and senior technologists in Nuclear Medicine, and, on occasion, the
Nuclear Medicine staff technologists. All duties delegated by the RSO
are reviewed by the RSO in a timely manner. A

Support Staff duties should be clearly specified, including provisions for reporting
to the RSO, should be clearly specified, in writing, with sufficient time allotted for
completion.

SVMC Response:

Support staff duties are assigned on an as needed basis, for example, when
the RSO is not on site or is on vacation. Reporting to the RSO is also
dependent upon the situation, and can be done in less than an hour to
several days (in the case of vacation).

None of the RSO duties as specified in 10.CFR.35.21 or in Appendices F
and G of Regulatory Guide 10.8 are routinely delegated to support staff,
nor will they be for the Mercy Healthcare campus.

Provisions for regular interaction and feedback from the RSO, management, and
RSC should be specified.

SVMC Response:

With the exception of vacations, the RSO has regular feedback with her
support staff on a daily basis. The RSO then presents information as
necessary to management and the RSC. If it becomes necessary for the
support staff to report a problem in the RSO’s management, they are
instructed to report to individuals from management and Authornized
Users who are also members of the Radiation Safety Committee.

3.2.E. Radiation Safety Committee

The necessity for a RSC should be assessed by the license reviewer on the basis of
program scope and the need for assistance with radiation safety program oversight from a
committee of individuals with varied specializations...Specific areas that applicants should
address include:
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(1) Appointment of representatives from each site, as well as the RSO and senior
management.

SVMC Response:

The RSC with its current membership contains individuals who will also
have responsibilities on the Mercy Healthcare campus. The RSC
membership, therefore, will not change.

(2) Establishment of a routine meeting schedule

SVMC Response: _
The RSC continues to meet quarterly; that frequency will continue when this
amendment request is granted.

(3) Review of program audits and evaluations

SVMC Response:

The program audits and evaluations that are currently in place on the RSC
agendae will include information generated from the Mercy Healthcare
campus as well.

(4) Statement of duties, emphasizing program development, implementation, and
oversight

SVMC Response:

The duties of the RSC, are currently on file witn the USNRC in the letter
dated May 31, 1990, and are in compliance with 10.CFR.35.22 and
with Appendices F and G of Regulatory Guide 10.8. Those duties will
extend to the Mercy Healthcare campus.

(5) Quorum requirements

SVMC Rcsponse:

Quorum requirements, as defined on 10.CFR.35.22.(3), will continue to be
maintained as the Mercy Healthcare campus is added as a second site of
use to the St. Vincent license.

3.2.F. Communication
In those cases where there are multiple oversight levels....
SVMC Response:
Not applicable. The oversight levels are the same as currently on file with the
USNRC for the St. Vincent license. There are no multiple oversight levels.
3.3 Records
As provided in 10.CFR.30.52, each licensee is to make its records available for NRC

review, on reasonable notice. The license applicant should indicate point-of-contact
information for NRC notificarien and inquiry about recerds.
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SVMC Response:
For access to records, the NRC should notify the

RSO, Kathryn J. Royen, Ph.D., Phone (419)251-4044, FAX 9419)251-3801,
ment of Medical Physics, 3t. Vincent Medical Center, 2213 Cherry Street,

Toledo, Ohio 43608,

or, the

Administrative Director of Radiology, Chuck Hayden, Phone (419)251-4393, FAX
(419)251-3863, Department of Padiology, St. Vincent Medical Center, 2213
Cherry Street, Toledo, OH 43608

The licensee may also choose to identify locations where the records will be maintained for
NRC review.

SVMC Response:

The records generated on the Mercy Healthcare campus, with the exception of the
RSC meeting minutes and other documentation pertinent jointly to the two sites,
will be maintained on the Mercy Healthcare campus, 2200 Jefferson Avenue,
Toledo, OH 43624.

The records generated on the St. Vincent campus, including the RSC meeting
minutes and other documentation pertinent jointly to the two sites, will be
maintained on the St. Vincent Campus, 2213 Cherry Street, Toledo, OH
43624,

3.4 Additional Program Areas for Review

The licensee should provide specific information, includi». the following areas:
(1) Transportation of licensed material (including radioactive waste) between sites

SVMC Response:

Since the radioactive material used at the Mercy Healthcare campus will be
delivered to that site by a central distributing pharmacy, or the patients
injected on the St. Vincent campus will be sent to the Mercy Healthcare
campus for delayed imaging procedures, licensed material, including
radioactive waste will not need to be transported between the two sites.

On the unlikely occasion when the transportation of licensed material is
necessary, it will be done by an Authorized User,

(2) Applicability of decommissioning requirements

SVMC Response:

Mercy Hospital is terminating its license and will provide decommissioning
information in accordance with guidelines and directives provided by the
USNRC: including, but not limited to, NRC Form 314, and information
required in the USNRC document “Guidelines for Decontamination of
Facilities and ectxipmem Prior to Release for Unrestricted Use or
I“ermination of Licenses for Byproduct, Source, or Special Nuclear

aterial”.
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Decommissioning documents are therefore not contained in this amendment
request but will be sent to the USNRC under separate cover by Mercy
Hospital in a timely manner.

(3) Sharing of safety equipment

SVMC Response:

Since Mercy Hospital offered a full nuclear medicine service, the safag‘
equipment necessary to continue the sections of the service which St.
Vincent Medical Center has intent to offer will be kept on the Mercy
Healthcare campus. It should therefore not be necessary to share
?qtlxipmem except, perhaps as a backup in the event of equipment
ailure,

In the future, equipment may be shared as older equipment is replaced.
However, such sharing will be so designed so as not to compromise
any of the critical aspects of the radiation satety program,

(4) Coordination among sites for inventory control of licensed material with the
intended focus of continually monitoring types and quantities of material,
thereby ensuring that regulatory possession limits are not exceeded.

SVMC Response:

It is the intent that each site file for separate regulatory possession limits.
That is, St. Vincent will maintain its possession limits as currently on its
license and the Mercy Healthcare campus will have possession limits
defined for it. Under this arrangement, each site can monitor its own
radionuclide inventory for type and quantity of material with respect to
its regulatory possession limits.

3.5 Resources

This section is not applicable to licensee, since it describes resource burdens for the license
reviewer.
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Section 3. Description of the Mercy Healthcare campus site in
accordance with Regulatory Guide 10.8, Revision 2

License reviewer please note:

This section describes, in accordance with Regulatory Guide 10.8, the pertinent
information regarding the receipt, storage, use, and disposal of byprodua materials for
medical use on the Mercy Healthcare campus.

NRC Form 313 is attached to this request, and the Items on that form which are pertinent to
the amendment follow.

Purpuse

Byproduct Material Chemical/Physical Amount

| Material in §35.100 " Any

- radiopharmaceutical j I

" lidentified in §35.100 i
“Material in §35.200, with the  Any 1 As needed + Medical use |
pcs | identified in §35.200 i "

exception of aerosols and radnophannacwncal 1
erial in §35300 [ Any “["Asneeded | Medical use |

" radiopharmaceutical | ; i
| identified in §35.300

|
|
|
|
g
|
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Item 7. Individuals Responsible for Radiation Safety Programs--Their
Training and Experience

7.1 Authorized Users for Medical Use

License Reviewer please note: Some of the Authorized Users currently on the St.
Vincent Medical Center license are also requesting to practice
with the materials authorized for use on the Mercy Healthcare
campus. They therefore will practice on both the St, Vincent

They are Drs.
Myers, Glassberg, Royen PM, Hoover, Fadell, Gordon,
Mayes, Siders, Doerfler, Loh, Manion, Patel, LaValley,
Boorstein, and Patzik, as noted in the table below.

Three Authorized Users currently on the Mercy Hospital license
are requesting to practice with the materials authorized for use

. They are D s Brunncr ¥
Brunner J.E., and Chakravarty, as noted in the table below.

The remaining Authorized Users currently on the St. Vincent
Medical Center license will practice only at the Si. Vincent
campus. ] T

radividuals, They are Ho, Marsa, iah, Zeidner,
Muel'er, Ahuja, Konski, Royen KJ.

The names of two Authorized Users currently on the St.
Vincent Medical Center license should be deleted. They are
Pinsky, and Eggleston, as noted in the table below.

Requested Authorized " Requested Use' -~ Authorized User
- User e : currently approved for

- the Requested Use
R - under USNRC License
. Myers, M.D. 10CFR 35.100, 200, and  St. Vincent Medical Center:

300 for use on the St. 34-01216-03
- Vincent campus as well as
the Mercy Healthcare
- campus, ‘
G B. Glassberg, M.D. 10CFR 35.100 and 200 St. Vincent Medical Center:

(excluding generators for 34-01216-03
- use on the St. Vincent

campus as well as the Mercy
' Healthcare campus
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Requested Authdrize
User

Requested Use

Authorized User
currently approved for
the Requested Use'
under USNRC Licensé
No.:

D.E. Hoover, M.D.

M.F. Fadell, M.D.

i
' S.E. Gordon, M.D.
i

' S.L. Mayes, M.D.

i
l' R.W. Siders, M.D.

|
1

| R.B. Doerfler, M.D.

T Loh, MD.

8.5 Manion, M.D.”

|

on the St. Vincent campus as
well as the Mercy Healthcare
ampus =~

10CFR 100 and 200
(excluding generators), for
use on the St. Vincent
campus as well as the Mercy
Healthcare campus
10CFR 35.100, 200 and

- 300 for us= on the St.

Vincent campus as well as

' the Mercy Healthcare

campus ,
{OCFR 35.100 and 2™ “or

- use on the St. Vincent
- campus as well as the Mercy

Healthcare campus

| 10CFR 35.100, 200 and

300 for use on the St.

- Vincent campus as well as

| the Mercy Healthcare

campus
10CFR 35.100, 200 and
300 for use on the St.

' Vincent campus as well as
' the Mercy Healthcare
. campus

10CFR 35.100, 200 and

- 300 for use on the St.
. Vincent campus as well as
- the Mercy Healthcare

- campus
;s 0('}8‘ 35,100 and 200 for

use on the St. Vincent

. campus as well as the Mercy

|

—— -

Healthcare campus

10CFR 35.100, 200 and
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' St. Vincent Medical Center:
' 34-01216-03

' St. Vincent Medical Center:
1340121603

“St. Vincent Medical Center: |

34-01216-03
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- 300 for use on the St. 34-01216-03
- Vincent campus 2s well as
' the Mercy Healthcare
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R(quulcd \uthnrized : Requested Use Authorized User
currently approved for
the Requested Use

under USNRC License
No.:

| Y.P. Patel, M.D. FR 35.100, 200 and t. Vincent Medical Center: |
.' | 300 for use on the St. | 34-01216-03 |
5 | Vincent campus as well as |
| | the Mercy Healthcare ’
g . campus : | |
' A.L. LaValley, M.D. [ "10CFR35.100 and 200 for | St. Vincent Medical Center:
f ' use on the St. Vincent ' 34-01216-03
' campus as well as the Mercy |
| | Healthcare campus {
' J.M. Boorstein, M.D. ' 10CFR35.100 and 200 for | St. Vincent Medical Center:

use on the St. Vincent  34-01216-03
ﬁ . campus as well as the Mercy ‘
| Healthcare campus

' S.B. Patzik, M.D. | 10CFR35.100, 200, and | St. Vincent Medical Center:
' | 31.11 for use on the St. ' 34-01216-03
Vincent campus as well as
' the Mercy Healthcare
| campus ‘ .
A e T e T e T T Sy S
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Requested Authorized Requested Use Authorized User

User Iy currently approved for
(i A the Requested Use
under USNRC License
No.:
. “FR 35.100,
restricted as follows: | 34-00305-03

lodine 13! as sodium |
iodide in amounts less |
than 100 pCi for the ! 5
determination of thyroid |
function by uptake |
studies, in compliance |
with the facility's Quality | !
Management Program, 1
on the Mer.y Healthcare

campus only. ‘

' 2. 10CFR35.200, restricted |
as follows:

*lodine 131 as sodium
iodide in amounts less |
than 100 pCi for thyroid |
imaging studies, in

1 compliance with the

; facility's Quality

} Management Program,

on the Mercy Healthcare
campus only,

*Technetium 99m as

sodium pertechnetate for |

thyroid imaging on the
ercy Healthcare

campus only

3. 10CFR35.300, restricted
as follows:

*lodine 131 as sodium

iodide in amounts less

than 30 mCi for the

treatment of

thyrotoxicosis, in

compliance with the

facility's Quality

Management Program,

on the Mercy Healthcare

oo\ campusonly. |
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Requested. Authorized Requested  Use Authorizgd User
| User currently approved for
the Requested Use
under; USNRC License
No.:

. : 100, Mercy H
restricted as follows: .34-0c0y305 3

| lodine 131 as sodium |
' iodide in amounts less |
than 100 uCi for the L
determination of thyroid l
1
|

. function by uptake

| studies, in compliance
with the faciligr'; Quality
Management Program, on |
the Mercy Healthcare ‘
campus only,

2. 10CFR35.300, restricted | >
as follows:

lodine 131 as sodium
iodide in amounts less
than 30 mCi for the

_ . treatment of

! ~ thyrotoxicosis, in

' compliance with the
facility's Quality
Management Program, on
the Mercy Healthcare
campus only
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Requested Authorized :QUTS s s Authorized User

currently approved for
the Requested s
under USNRC License

i 3400305 03

{

- 10CFR 35.100,
restricted as follows:

*lodine 131 as sodium
iodide in amounts less
than 100 uCi for the
determination of thyroid
function by upteke
studies, in compliance |
with the facility's Quality |
Management Program, on
the Mercy Healthcare
campus only.

‘ - 2. 10CFR35.300, restricted |
{ as follows:

+lodine 131 as sodium
iodide in amounts less
than 30 mCi for the
treatment of
thyrotoxicosis, in

: compliance with the

i facility’s Quality

; Management Program, on
the Mercy Healthcare
campus only

Please delete William Eggleston M.D. as an Authorized User on the St.
' Vincent Medical Center License. He will retire from practice effective
February 3, 1997 and will practice in the interim (until that retirement date)

" under the supervision of an Authorized User, '

- Please note that on the Amendment issued pursuant to this request, S.T.

' Pinsky, M.D, should be deleted as an Authorized User. Notification of his
change in status was sent to the USNRC on july 27, 1995 following his
retirement from practice on July 8, 1995,

|
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Item 7.2 Authorized Users for Nonmedical Use

Not applicable on the Mercy Healthcare campus.

Item 7.3 Radiation Safety Officer

Kathryn J. Royen, Ph.D., D.A.B.R., Director, Radiation Medicine, and Radiation Safety
Officer at St. Vincent Medical Center under USNRC License No. 34-01216-03, will
extend her present RSO duties to provide oversight of the radiation safety program,
es, and practices on the St. Vincent Medical Center Mercy Healthcare campus.
. Royen is a full-time employee of St. Vincent Medical Center, and is listed as an
Authorized User on the St. Vincent Medical Center license.

e T T S ¥ e et A e e ey e ey sy -y o o
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item 8. Mode! Training Program

St. Vincent Medical Center will extend and implement the model training program that was

Bublished in A ix A to Re ulat%(i
SNRC in its letter dated May 31, 1990,

Groups of Workers
Receiving Training

Type of Training

ecture, demonstration, o nrinted

g material

Nursing | Lecture, demonstration, or printed
- matenial

Clerical Staff | Lecture, demonstration, or printed
- material
|

' Lecture, demonstration, or printed
- material

' Housekeeping

!

D ieniiig | - -
' Security - Lecture, demonstration, or printed
material

i

' Maintenance - Lecture, demonstration, or printed

| ' matenal

' Student Technologists | Lecture, demonstration, or printed
I - material

St. Vincent Medical Center, Toledo, OH
Byproducts Materials No. 34-01216-03
Request for Multi Site Licensure: December 11, 1996

|
|
|
{
" As defined in Appendix A ‘;
4
|
I
|

uide 10.8, Revision 2., currently on file with the
to the Mercy Healthcare Campus.

Frequency of
Fraining

As defined

:n the Regulatory Guide
10.5, Revision 2
As defined in Appendix A
to the Regulatory Guide

' 10.8, Revision

to the Regulatory Guide
- 10.8, Revision 2
' As defined in Appendix A
- to the Regulatory Guide
- 10.8, Revision .
- As defined in Appendix A |
- to the Regulatory Guide |
- 10.8, Revision !
- As defined in Appendix A |
' to the Regulatory Guide |
- 10.8, Revision \
" As defined in Appendix A |
' to the Regulatory Guide

| 10.8, Revision2 |
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Item 9. Facilities and Equipment
9.1 Annotated Drawing

B materials for Medical Use will be performed in the area known as the “RIA
Lab”, (sublicensed amounts of lodine- 125 are used for lab testing in this facility as well).
This “RIA Lab” diagram is appended as ATTACHMENT C.

In this drawing,

the scale is 1/4” = 1 foot

the *# rection North is noted

the room numbers and principal use ot each room is noted

no shielding outside of the lead blo ks in the boi lab is present

the location of the fixed area monitor and the lead blocks in the hot lab is noted
waste storage is behind the lead bricks in the hot lad

central radiopharmacy delivery is directly to the hot lab

9.2 Survey Instrument Calibration

St. Vincent Medical Center will extend and implement the model procedure (or calibrating
survey instruments that was %ublished in Appendix B to Regulatory Guide 10.8, Revision
2., currently on file with the USNRC in its letter dated May 31, 1990, to the Mercy
Healthcare Campus.

9.3 Dose Calibrator Calibration

St. Vincent Medical Center will extend and implement the model procedure for calibrating
the dose calibrator that was published in Appendix C to Regulatory Guide 10.8, Revision
2., currently on file with the USNRC in its letter dated May 31, 1990, to the Mercy
Healthcare Campus.

9.4 Personnel Monitor Program

St. Vincent Medical Center will extend and implement the model personnel externai
exposure monitoring program that wasJ)ublished in Appendix D to Regulatory Guide 10.8,
Revision 2., currently on file with the USNRC in its letter dated May 31, 1990, to the
Mercy Healthcare Campus.

9.5 Imaging Equipment

Not applicable

9.6 Other Equipment and Facilities

Not applicable
St. Vincent Medical Center, Toledo, OH Page 22 of 26
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Item 10. Radiation Safeiy Program
10.1 Radiation Safety Committee/Radiation Safety Officer

St. Vincent Medical Center v 1l extend and implement the Radiation Safety Committee
Charter and Radiation Safety Officer delegation that was published in Appendix F to
Regulatory Guide 10.8, Revision 2., currently on file with the USNRC 1n its letter dated
May 31, 1990, to the Mercy Healthcare Campus.

10.2 ALARA Program

St. Vincent Medical Center will extend and implement the model ALARA program that was
Bublished in Arpcndix Gto chulatg%ﬁm'de 10.8, Revision 2., currently on file with the
SNRC in its letter dated May 31, 1990, to the Mercy Healthcare Campus.

10.3 Leak Test

St. Vincent Medical Center will extend and implement the model procedure for leak testing
sealed sources that was published in Appendix H to Regulatory Guide 10.8, Revision 2.,
currently on file with the USNRC in its letter dated May 31, 1990, to the Mercy Healthcare
Campus.

10.4 Safe Use of Radiopharmaceuticals

St. Vincent Medical Center will extend and implement the mode! safety rules published in
Appendix I to Refula% Guide 10.8, Revision 2., currently on file with the USNRC in its
letter dated May 31, 1990, to the Mercy Healthcare Campus.

10.5 Spill Procedures

St. Vincent Medica! Center will extend and implement the mode! spill procedurcs published
in Appendix J to Regulatory Guide i0.8, Revision 2., currently on file with the USNRC in
its letter dated 11ay 31, 1990, to the Mercy Healthcare Campus.

10.6 Grdering and Receiving

St. Vincent Medical Center will extend and implement the mode! guidance for ordering and
receiving radioactive materials that was published in Appendix K to Regulatory Guide

17 % Pevision 2., currently on file with the USNRC in its letter dated May 31, 1990, to
th.  .cy Healthcare Campus.

10.7 Opening Packages

St. Vincent Medical Center will extend and implement the model procedure for opening

packages that was published in Appendix L ‘0 Regulatory Guide 10.8, Revision 2.,

Ccurrently on file with the USNRC in its letter dated May 31, 1990, to the Mercy Healthcare
ampus,

z : e )
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10.8 Unit Dosage Records

St. Vincent Medical Center will extend and implement the model unit qosage record system
that was published in Appendix M.1 to Regulatory Guide 10.8, Revision 2., currently on
file with the USNRC in its letter dated May 31, 1990, to the Mercy Healthcare Campus.
10,9 Multidose Vial Records

Not applicable.

10.10 Molybdenum Concentration Records

Not applicable.

10.11 Implant Source Use Records

Not applicable

10.12 Area Survey Procedures

St. Vinceni Medical Center will extend and implement the model procedure for area surveys

that was published in Appendix N to Regulatory Guide 10.8, Revision 2., currently on file
with the USNRC in its letter dated May 31, 1990, to the Mercy Healthcare Campus.

St, Vincent Medical Center, Toledo, OH Page 24 of 26
Byproducts Materials No. 34-01216-03 (excluding attachments)

Request for Multi Site Licensure: December 11, 1996



10.13 Air Concentration Control
Not applicable

10.14 Radiopharmaceutical Therapy
Not applicable

10.15 Implant Therapy

Not applicable

10.16 Other Safety Procedures
Not applicable

Item 11. Waste Disposal

11.1 Waste Disposal

St. Vincent Medical Center will extend and implement the general guidance and model
procedures for waste disposal that were published in Appendix R to Regulatory Guide
10.8, Revision 2., currently on file with the USNRC in its letter dated May 31, 1990, to
the Mercy Healthcare Campus.

11.2 Other Waste Disposal
Not applicable.

Section 4. Quality Management Program

St. Vincent Medical Center will extend its Quality Management Program, currently on file
with the USNRC for the use of Sodium lodide (as I-131 and I-125) Radiopharmaceuticals
in amounts greater than 30uCi and less than 30 mCi, to the Mercy Healthcare campus. The
portions of the St. Vincent Quality Management Program specific to Radionuclide Therapy
(including lodine-131 in amounts 30 mCi and greater) and Brachytherapy will continue to
apply only to the St. Vincent campus.

Thank you in advance for your consideration of this amendment to our license. For your
convenience, this letter is being submitted in duplicate to facilitate your review process.

Should you require further information, please contact Dr. Kathryn Royen, Radiation
Safety Officer (419)251-4044, or H. Terrence Smith, Vice President, Legal Services,
Mercy Health Systems Northem Region (419) 251-4627.

Sincerely, j

/?/ // -;! B

¢ Hawan | “AarAornn

“Steven L. Micius
President and CEQ

H_
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Attachments:

USNRC Form 313

Check payment for Amendment Request

ATTA ENT A: Letter dated December 9, 1996
ATTACHMENT B: Organizational Chart
ATTACHMENT C: Annotated Drawing of Facility

“
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% Mercy Hospie Tiffin 1822 Cherry Street
Mercy Hospital, Toledo Toledo, Ohio
Mercy Hospial Willard 43608
St Charles Hospital (419) 251-0700

MERCY St Vinent Madcs Conte
Mealth System
Northern Region A"ACHMENT A
ST. VINCENT MEDICAL CENTER
December 9, 1996 34-01216-03
December 11, 1996 Amendment Request

Dear Medical Staff Member,

After a detailed 1review of current and future community health needs - - including considerable input from
physicians and staff - - plaas for reconfiguring the Mercy Hospital, Toledo campus into an enhanced outpatient
services center are finalized Building on a history of community service and quality care, the new Mercy Hospital,
Toledo will be a campus designed to provide quality, accessible healthcare services for patients, physicians and
pavors We are pleased to share with you the scope of outpatient services which will be offered

* Qutpatient surgery, including preadmission testing, extended recovery and endoscopy services
* Mercy Health Center outpatient clinics
* Mercy Family Practice Center
* Walk-in/AfterHours services
* Endocrine and Diabetes Care Center
* Diagnostic Radiology Services, including general radiology, ultrasound, and mammography
* EKG Laboratory
* EMG testing
* Pathology services, including an outpatient clinical lab, fine needle aspirations and
frozen section work
* Outpatient Pharmacy

Also reflective of Mercy Health System's commitment to a successful outpatient campus are nearly $2 million in
capital investments to enhance existing outpatient capabiliies. This includes an estimated $1 4 million for such
significant improvements as remodeling of the emergency area for relocation of the outpatient clinics to the first floor
to enhance patient convenience, the relocation of the pre-adrussion testing area to the second floor to be adjacent to
vanous diagnostic services, and renovations to the main lobby, driveways, sidewalk and patient parking areas
Nearly $600,000 1s scheduled for clinical equipment purchases to further improve outpaticiit capabilities The above
capital investments only apply to outpatient services and not to the substantial investrients that will be made to
enhance Mercy College and establish the regional support campus, as announced earlier this fall

This outpatient services plan lays a solid foundation which will support growth and expansion of the Mercy
campus n the future It further develops Mercy Hospital, Toledo's role in fulfilling the mission of the Sisters of
Mercy by providing quality healthcare services and meeting the needs of the commumity

As you know, Mercy Hospital, Toledo will no longer admit inpatients or provide emergency
services as of December 22, 1996, and will no longer provide acute inpatient services effective
December 31. The outpatient services stated above will be offered at Mercy as of January 1, although
implementation of the complete outpatient services plan will take place during the first bhalf of 1997.
We will keep you informed of its progress.

We appreciate your supnort and involvement, and look forward to our continued working relationship as we
create a system of care that provides your patients with high quality, compassionate healthcare services.
If you have any questions about these plans or other reconfiguration efforts, please feel {ree to contact us.

Sincerely, )

Peter M. Dziad, M Cathleen K. Nelson Steven L. Mickus

Chief of Staff President & CEQ President & CEO

Mercy Hospital, Toledo Mercy/St. Charles Hospitals St. Vincent Medical Center

A Memser oF Mercy REaLTH SysTeEm



ATTACHMENT B

ST. VINCENT MEDICAL CENTER
34-01216-03

December 11, 1996 Amendment Reguest

St. Vincent Mercy Medical Center Organizational Chart:

Chain of Authority and Repeorting Structure from Nuclear Medicine Service, Mercy
Healthcare Center to President and CEO

Steven L. Mickus
President and CEQ
St. Vincent Mercy Medica! Center

I

1

Vice President
Patient Support Services

Vice President Radiation Safety Committee
Facility Support Services

Radiation Safety Officer

Administrative Director
Radiology
Manager
Imaging Services
Department of Nuclear Medicine
|
1 i
Department of Nuclear Medicine Nuclear Medicine Clinic
St. Vincent Mercy Medical Center campus ("RIA Lab")
Mercy Healthcare campus
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ST. VINCENT MEDICAL CFNTER
34-01216-03

December 11, 1996 Amendment Request
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JAN 0 8 1997

Steven L. Mickus

President and CEO

St. Vicent Mercy Medical Center
2213 Cherry Street

Toledo, OH 43608

Dear Mr. Mickus:

Enclosed is Amendment No. 47 to your NRC Material License No. 34-01216-03 in
accordance with your request.

Please review the enclosed document carefully and be sure that you understand ali
conditions. If there are any errors or questions, please notify the U.S. Nuclear Regulatory
Commission, Region Il office at (630) 829-9887 so that we can provide appropriate
corrections and answers,

Please also note that the expiration date on your NRC license was extended 5 years in
accordance with 10 CFR 30.36(2).

Please be advised that your license cxpires 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:

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 peimarenrtly
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).



S. Mickus

3. In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC,
promptly, in writing, and request termination of the license when you decide to
terminate all activities involving materials authorized under the license.

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
A 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 expiratior: 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 acc ordance
with NRC regulations, license conditions, and representations made in your licens::
application and supplemental correspondence with NRC will result in enforcement action
against you. This could inciude 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
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General Policy and Procedures for NRC Enforcement Actions. Since serious consequences
to employees and the public can result from failure to comply with NRC requirements,
prompt and vigorous enforcement action wili 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

Sincerely,

Original Signed By

James R. Mullauer, M.H.S.

Health Physicist

Nuclear Materials Licensing Branch

License No.: 34-01216-03
Docket No.: 030-02672

Enclosure: Amendment No. 47

Tk Kathy Royen, Ph.D.
Radiation Safety Officer

DOCUMENT NAME: M:\03002672.CL6
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OFFICE [DNMS{RIII
NAME  |J PER:jaw
DATE | 1254496




