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| NHC FORM 374
B

Pursuant 10 the Atamic Encrey Act of 1954
Federal Regulanons, Chapter 1. Pagts 30, 3

materiad desiy

persons authonz

Nuclear Reculatory Comimi

Licensee

St. Lawrence Hospital
Sisters of Mercy

rJ

1210 W. Saginaw Street
Lansing, MI 48915

6. Byproduct, Source, and/or
Special Nuclear Material

A. Any byproduct
material identified
in 10 CFR 35.100

B. Any byproduct
material identified
in 10 CFR 35,200

C. Any byproduct
material identified
in 10 CFR 35.300

D. Any byproduct
material identified
in 10 CFR 31.11

cense is hereby issued authorizing the licensee 1o receive

nated below: to use such ratenial for the purpose(s) and at the place(s

“Slon now or hercafter tn etect and 1o any conditions

MATERIALS LICENSE

as amended, the Eaerey Reorpanization Act

35, A6, W, 40, and 70 4

WCGUITE, posse

llf‘l\,‘\ tio

In accordance with the letter dated
January 20,
§ License Number 21-15462-01 is amended in =
its entirety to read as follows: =

{

f

|

T 4, l\pualmnl).m February 28 2004

| 5 l)nd\u or

|

R humml and/or Physical

Form

A. Any
radiopharmaceutical
identified in 10
CFR 35.100

B. Any
radiopharmaceutical
identified in 10
CFR 35.200

C. Any
radiopharmaceutical
identified in 10
CFR 35.300
(excluding
iodine-131 for
thyroid carcinoma
therapy)

D. Prepackaged Kits

Rd& rence \u
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. U.S. NUCLEAR REGULATORY COMMISSION . o

‘of

e -
OF 3 FAGES
Amendment No. 18
b (Public Law 934585 and Title 10, Code of

nd m rellinee on statements and representations heretotore made
sa, and wansier byproduct, source, and special nuclem

1 designated below; to deliver or transfer such material (o
d o receve it n accordance with the regulations of the apphcable Pari(s

1. This hicense shall be deemed to contain the conditions
{specibied in Section 1835 of the Atomic Energy Act of 1954, as amended. and is

all applicable rules, regulations, and orders of the
Sped thed below

1997

030 09151

W&m@mm&&&&@wm@

202357

. '\hxnnum Amoun( ﬂut I icensee

A.

May Possess at Any One Time

l‘ndw This License

As needed

As needed

As needed

(not to exceed
one curie of
iodine-131)

As needed

9. Authorized Use:

B.
260038
7 970213
33322ﬁ363n 03009151
c PDR

Medical use described in 10 CFR 35.100C.
Medical use described in 10 CFR 35.200.

meed on mydcd paper
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l 21-15462-01
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| Amendment No. 18

. Authorized Use (Continued)

. 9.9 0 8. WL W90 99

L3

Medical use described in 10 CFR 35.300 (excluding iodine-131 for thyroid carcinoma

4 therapy) -
¢ -
& D. In vitro studies. >
0‘ e »
:l ITION .
s >
£ 10.  Location of Use: 1210 W. Saginaw, Lansing, Michigan. .
o .
¥l 11. Radiation Safety Officer: John Chalmers Crockett, M.D. »
| ‘
b | »
= 12, Licensed material listed in Item 6 above is only authorized for use by, or under the [8
8l supervision of, the following individuals for the materials and uses indicated: .
.l! »
- .
o Authorized Users Material and Use .
< ! >
,I Stephen P. Wilensky, M.D. 10 CFR 25.100, 35.200, 35.300 (excluding =
al iogine-131 for thyroid carcinoma therapy)

j and 31.11.

4 Gerald R. Aben, M.D. 10 CFR 35.100, 35.200, 35.300 (excluding

- iodine-131 for thyroid carcinoma therapy)

and 31.11.

John Chalmers Crockett, M.D. 10 CFR 35.100, 35.200 and 31.1].

LWL SO0 9§ V. 9.1

- Gordon L. Bartek, M.D. 10 CFR 35,100, 3%.200 and 31.11.
j E. Tryciecky, D.O. 10 CFR 35.109, 35.200 and 31.11.
; Teresa G. Kelly, M.D. 10 CFR 35.100, 35.200 and 31.11.
:: Kent W. Graham, D.O. 10 CFR 35.100, 35.200 and 31.11.
j Joseph R. Pernicone, D.O. 10 CFR 35.100, 35.200 and 31.11.
;? Alexander. Gottschalk, M.D. 10 CFR 35.100, 35.200 and 31.11.

E. James Potchen, M.D. 10 CFR 35.100, 35.200 and 31.1i1.

COPY

JELJE TR 8% 8 N JEE 8 Y R JELE % LS

Deimind cum wnoscbod womer

O % (AL JEL W % TR TR TR R8N 8 L 9.9 9.9 9.V VN



8T T AT TR

12. (Continued)
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. . ;Lu ense Number
21-15462-01
MATERIALS LICENSE [Docket or Reference Number
SUPPLEMENTARY SHEEY | 030:0_9__1 ':}1 e

| Amendment No. 18

LW 9. 9. % e

|

Authorized Users Material and Use

13.

K. P. Gunaga, Ph.D. 10 CFR 31.11.

Michael J. Potchen, M.D. 10 CFR 35.100, 35.200, 35.300 (excluding

iodine-131 for thyroid carcinoma therapy)
and 31.11.

LS9 SO SOLGL LGL WL WL L LW W W

Michael P. Buetow, M.D. 10 CFR 35.100, 35.200, 35.300 (excluding

iodine-131 for thyreid carcinoma therapy)
and 31.11.

Mark A, Bisesi, M.D. 10 CFR 35.100, 35.200, 35.300 (excluding

iodine-131 for thyroid carcinoma therapy)
and 31.11.

Mark C. Delano, M.D. 10 CFR 35.100, 35.200, 35.300 (excluding

iodine-131 for thyroid carcinoma therapy)
and 31.11.

Ruggero Battan, M.D. 10 CFR 35,300 (excluding iodine-131 for
thyroid carcinoma therapy).

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 October 11, 1993; and

5 B. Letter dated January 20, 1997. :
" :
.

-

.

5

FOR THE U.S. NUCLEAR REGULATORY COMMISSION ;
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S0 ST. LAWRENCE fesms, o

1210 West Saginaw
Lansing, Michigan 48915-1999
517/372-3610
United States Nuclear Regulatory Commission
Region 11l Medical Licersing Division
801 Warrenville Road
Lisle, IL 60532

Re License # 21-15462-01 January 20, 1997

Please add the following physicians to our license for section 35.3000. We have enclosed
preceptor forms for the physicians

Michael J Potchen, M D
Michael P. Buetow, M D
Mark Delano, M.D.
Mark A Bisesi, M.D.
Ruggero Battan, M. D

The $440 00 am ndment fee is enclosed If you have any questions regarding this request, please

contact our phys.cist Tracy 1. King (810) 662-3197

C/?w., bl

Jean Miller
Senior Vice President

RECEIVED
JAN 2 8 1997
REGION 111
. Bo2asS
Dm‘\/}b\"[ﬂ JAN 2§ w97



EXHIBIT 2
SUPPLEMENT A

SUPPLEMENT

U.S. NUCLEAR REGULATORY COMMISSION

TRAINING AND EXPERIENCE

AUTHORIZED USER OR RADIATION SAFETY OFFICER

Mark A. Bisesi, M.D.

1. NAME OF PROPOSED AUTHORIZED USER OR RADIATION SAFETY OFFICER

— 3 CERTIFICATION .

2. FOR PHYSICIANS, STATE OR
TERRITORY WHERE LICENSED
Michigan

SPECIALTY BOARD cATEGORY MONTH AND YEAR CERTIFIED
A
American Board of Radiology | Diagnostic Radiology 6/95
4. TRAINING RECEIVED iN BASIC TADIOISOTOPE HANDLING TECHNIQUES

FIELD OF TRAINING
A

LOCATION AND DATE(S) OF TRAINING
]

TYPE AND LENGTH OF TRAINING

CLOCK KOURS IN| CLOCK MOURS OF

LECTURE OR SUPERVISED
LABORATORY ON-THE-JOB
EXPERIENCE

. RADIATION PHYSICS AND

INSTRUMENTATION

- RADIATION PROTECTION

- MATHEMATICS PERTAINING TO

THE USE AND MEASUREMENT
OF RADIOACTIVITY

. RADIATION 810LOGY

" ﬁAOlOPHAHMACEUfICAL

CHEMISTRY

6. EXPERIENCE WITH RADIATION. (Actual use of Radioisotopes or Equivalan, Er047macy)

L .‘.-.JI“

150T0PE [mC1 USED AT ONE Time LOCATION CLOCK HOURS TYPE OF USE
' St. Mary's Hospital 100
200 mCi 200 Jefferson '
Grand Rapids MI 49504 thearpeutic
| |
FUR— 11 ) |
EXH-5
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EXHIBIT 3
SUPPLEMENT B
U. S NUCLEAR REGULATORY COMMISSION

SUPPLEMENT

' PRECEPTOR STATEMENT

Supolement B must be campleted by the applicent physicien’s preceptor. |f more then one precep tor is necessary to document
experience, 0OIN & spsrate staemen from esch.
1. PROPOSED PHYSICIAN USER'S NAME AND ADDRESS
FULL NAME
Mark A. Bisesi, M.D.
STAELT ADODRESS
Dept. of Radiology
B 220 Clinical ‘Center - MSU
ey Ts7A ]
East Lansing MI 48824

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN

KEY TOCOLUMN C
PERSONAL PARTICIPATION $HOULD CONSIST OF:

1 Supervised sxamination of patients to determine the sultability for
radiolsotope dagnosls and/or treatment and recommaendstion for
provcribed domge.

2L olisboration In dos cailbration end sctual administration of dose
10 the petient includng calculation of the radistion dose, related
messuramaents and plotting of deta,

3-Adequate pariod of training to erabie physician 10 manage radicective
patients and follow petients through diagnosis end/or course of
treatment,

NUMBER OF
CASES INVOLVING COMMENTS
ISOTOPE CONDITIONS DIAGNOSED OR TREATED PERSONAL (Additional information @r comments mey
PARTICIPATION b swhvnitd in Ouplicem on mparam e )
A o [ o

Thyroid scan

Thyroid uptake

Lung perfusion scan

Xenon ventilation study

Aerosol ventilation scan

Renal flow scan

Brain scan

Liver/spleen scan

Bone scan

Gastroescphageal study

LeYeen shunt study

Cystogram -

Dacryocystogram

Cardiac perfusion scan.

Cardiac stress ventriculogram

Cardiac rest ventriculogram
————

Gallium scan

EXH-6




! i ¥ _‘- EXHIBIT 3 (Continued) .

@ PROPOSED PHYSICIAN USER
Mark Bisesi, M.D.
PRECEPTOR STATEMENT (Continued)

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Continued)

CASES INVOLVING COMMENTS
130 TOPE CONDITIONS DIAGNOSED OR TREATED PERSONAL (Aaditionel information ar comments may be
PARTICIPATION whmitmd in Guplicam on pa ate veen)
r e C D
P32 TREATMENT OF POLYCYTHEMIA VERA,
Sable] | LEUKEMIA, AND BONE METASTASES
ot INTRACAVITARY TREATMENT
{Cotioidal)
TREATMENT QF THYROID CARCINOMA A
1131
TREATMENT OF HYPERTHYROQIDIS! 17

Au-198 INTRACAVITARY TREATMENT

Co 80 INTERSTITIAL TREATMENT
or
Cs 1?7 INTRACAVITARY TREATMENT
1-12%
or INTERSTITIAL THEATMENT
ir-182
obd
or TELETHERAPY TREATMENT
Cs 1237
Sr80 TREATMENT OF EYE DISEASE
> D RADIOPHARMACEUTICAL PREPARATION
{
Mo-89/
\ Yoo, | GENERATOR
Sa- 1Y
In113m | GENERATOR

Te88m REAGENT KITS

Other

1 DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING
LOCATION DATES ~ CLOCK HOURS OF EXPERIENCE

GRAMEC - Michigan State University 7/91 - 6/95 100

4 THE TRAINING AND EXPERIENCE INDICATED ABOVE | & PRECEPTORS SICNATURE

WAS OBTAINED UNDER THE SUPERVISION OF:
NAME OF SUPERVISOR '
L v Vi . M " :

Dr. F. Verde
B NAME CF INSTITUTION 7. PRECEPTOR'S NAME Prwamw type or pnnt)
Grand Rapids Medical Education Centey »
T MAILING ADORESS Y(Z’(NC\S \/m DE M- D
9 St Mary's Hospital-200 Jefferson SE
da CITY T BATE
- i 4950
r&%%?c%tgzsuusale ZS)“ 2203 \‘ °\ : 0\ _T

nl.0l 07§ -0 /

EXH-7
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EXHIBIT 2
SUPPLEMENT A

SUPPLEMENT

U.S. NUCLEAR REGULATORY COMMISSION

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

Michael J. Potchen, M.D.

SPECIALTY BOARD
»

3._CERTIFICATIO
un.oonv

1. NAME OF PROPOSED AUTHORIZED USER OR RADIATION SAFETY OFFICER

2. FOR PHYSICIANS, STATE OR
TERRITORY WHERS LICENSED

Michigan

MONTH AND YEAR CERTIFIED
c

American Board of Radiology

1. Diagnostic Radiology
2. CAQ - Neuroradiology

6/93
11/9

4. TRAINING RECEIV

ED IN BASIC FADIOISOTOPE HALDLING TECHNIQUES

FIELD OF TRAINING
A

TYPE ANC LENGTH OF TRAINING

CLOCK HOURS IN| CLOCK HOURS OF

LOCATION AND DATE(S) OF TRAINING LECTURE OR SUPERYISED
e LABORATORY OH-THE-JOB
EXPERIENCE

0. RADIATION PHYSICS AND
INSTRUMENTATION

b. RADIATION PROTECTION

€. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIQACTIVITY

d. RADIATION BIOLOGY

¢, RADIOPHARMACEUTICAL
CHEMIS 'RY

6. EXPERIENCE WITH RADIATION. (Actual use of Radioisoropes or Equivalent Experience)

1SOTOPE |mCi USED AT ONE TIME

LOCATION CLOCK HOURS TYPE OF USE
1131 140 mCi St.Mar¥;s Hospital
éggnéegagﬁg‘s’“ MI 49504 100 hours therapeutic

R —




EXHIBIT 3

SUPPLEMENT B

SUPFLEMENT

U. & NUCLEAR REGULATORY COMMISSION

PRECEPTOR STATEMENT

Supolement B must be completed by the vphc‘; t physician‘s preceptor, |f more then one preceptor is necessary to document

experience, obtain a separate staterment from &

1. PROPOSED PHYSICIAN USER'S NAME AND ADDRESS

KEY TOCOLUMNC
PERSONALPARTICIPATION BHOULD CONSIET OF:

FULL NAME

Michael J. Potchen

M.D.

1 Supervised sxamination of patients to determing the sultabilizy for
radiolotope diagnosis end/or trestment and reco mmendetion for
proscribed domge,

STREEY ADORESS

BeB5o 8

Ty

East Lansing MI

48824

2<ollsboration In doss callbration and ectus! administration of dore
10 the patmnt includng calculetion of the rediation dose, related
meesurements and plotting of deta,

of Ra iolog i
ATE i? CO0 J-Adequate period of training to enable physicien 10 manege racicective
patiants and (ollow patients through diagnosis and/or course of

traatment,

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN

NUMBER OF
CASES INVOLVING COMMENTS
1EOTOPE | CONDITIONS DIAGNOSED OR TREATED PERSONAL {Additional infomation or comments mey
PARTICIPATION b swbmitmd in Quplicass on mpsram e n.)
A & c -]
-.\

Thyroid scan
Thyroid uptake

Lung perfusion scan
Xenon ventilation study
Aercsol ventilation scan
Renal flow scan

Brain scan

Liver/spleen scan

Bone scan
Gastroesophageal study
LeVeen shunt study
Cystogram
Dacryocystogram

Cardiac perfusion scan.

Cardiac stress ventriculogram

Cardiac rest ventriculogram

Gallium scan

EXH-6
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-

PROPUSED PHYSICIAN USER . '

Michael J. Potchen, M.D.

PRECEPTOR STATEMENT (Continued)

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN {Continued)

“NUNHEER OF
CASES INVOLVING COMMENTS
s PERSONAL (Additional infarmation o comment may be
17 A THEA
e CONDITIONS DIAGNOSED © SATRS PARTICIPATION whmitmd in duplicaw on seperate sheets )
A e c [}
p.32 TREATMENT OF POLYCYTHEMIA VERA,
(Sonbke) | LEUKEMIA, AND BONE METASTASES
P INTRACAVITARY TREATMENT
(Caliidel)
TREATMENT OF THYROID CARCINCMA 4
(EE1]
TREATMENT OF HYPERTHYROIDIS! 34
A 198 INTRACAVITARY TREATMENT
Cot0 INTERSTITIAL TREATMENT
or
Cs127 INTRACAVITARY TREATMENT
1125 )
o INTEASTITIAL TREATMENT
1192
ol
o TELETHE RAPY TREATMENT
Cs137
590 TREATMENT OF EYE DISEASE
RADIOPHARMACEUTICAL PREPARATION
Mo99! | cenerator
-1V
Rt §3m GENERATOR
Te99m | REAGENT KITS
Other

LOCATION
GRAMEC - Michigan State University

1 DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING

CLOCK HOURS OF EXPERJENCE
100

DATES -
7/89 - 6/93

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE
WAS OBTAINED UNDER THE SUPERVISION OF:

EPRECEPIORS SIGNATURE

& NAME CF SUPEAVISOR

Dr. F. Verde

B NAME CF INSTITUTION

7. PRECEPTOR'S NAME Pleaw typs orpnantl

Grard Rapids Medical Edration Center
€ MAILING ADDRESS PRANEA S VETRDHE ,Mb
St .Mary's Hospital - 200 Jefferson S.E

E. DATE

a CITY

Grand Rapids MI 49503

“MATERTALS LICENSE NUMBER(S]

A1 DI0A K0

4-47]

EXH-7




EXHIBIT 2
SUPPLEMENT A

SUPPLEMENT

US. NUCLEAR REGULATORY COMMISSION
TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

V. NAME OF PROPOSED AUTHORIZED USER OR RADIATION SAFgyY OFFICER 2. FOR PHYSICIANS, STAIE OR

TERRITORY WMERE { Icensep
Michael Patrick Buetow, MD

PA / M1/ va
SPECIALTY BoARD
A

CA'I.OORV MONTH AND YEAR CEanisicp
¢

Diagnestie Radiology June 1992

4. TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDUING TECHNIQUE S

TYPE AND LENGT™ OF TRAINING

CLOCK MOURS x| CLOCK IIOURS DF
FIELD OF TRAINING LOCATION AND DATE ) OF YRANING LECTURE OR SUPERY I SED
A . LABORATORY ON- T11€ - JOB
EXPER[ENCE
HeraheyBMedical Center
0. RADIATION MYSICS AND June 1989 Jan 1990 June #1 100 120
‘ INSTRUMENTATION Aug 1989 Ju1 1950 May iz
b RADIATION PROTZCTION Same 30 120
A “‘Y“"AANC‘ "l"AlM!ﬂC Y0
* Sty VSE AND MEASUREME NT Same 20 120
OF » ADIOACTIVITY
20
4. RADIATION BIOLOGY Same 120
*. RADIOPHARMACEUTICAL Same 30 120
CHEMiSTRY

& EXPERIENCE WITH RADIATION (Actus! vm of Radloimotopes or Ecuivalent Experience)

[SOTOPE [mC1 USED AT ONE TiMe LOCATLON CLOCK HIOURS YTPE OF ust
I 131 | 300 Mci Hershey Med. Center Diagnostic
99mTe 1.4 Ci 1200 hours and
201 Thall 100 mei o]
Ind 111 100 mci Therapeutic ,
Ga €7 100 mCi
I 123 120 mCi :
I 131 36 mCi | Naval Hospital Guam | 900 hours ] Diagnostic !
99__mIcJ_ 25, _mCi__ {practice) P =t e e e s = -

Ga 67 100 mCi o
Ind IIT 100 mCi




DEC-18-85 16:28 FROM:DEPT OF‘DlOLOGY ID=4322649‘

EXiHiBIY 3
SUPPLEMENT B
SUPPLEMENT U. S NUCLE AR REQULATORY COMMISS1 0%
PRECEPTOR STATEMENT
Supolement 8 ' 3 :
enperionce, Sbw # mael vl 1 s, OV 4 racepter. I mars B ot preceo o i necermry o dacument
1. FROPOSED PHISICIAN USER'S NAME AMD ADURESS KEY TOCOLUMN C
FULL MAME PERBONAL PARTICIPATION BIOULD CONBISY OF -
: "uﬁm-:awo::h e e 8 the awt it dor
g i * trew v o~
_tilic_hael P. Buetow, MD Pr et Gomey, RE and roenwmandiovion §
s LE R tc-&n«mnnunnnywmwwummu done
MSU Radiology B 220 ClIinical CUr| e ees o soirsion of the iedaton dos, coloted
ef§ — = T——— A TErc ut:\:c':mb::m:‘n:'m&w,mmm...‘..._
sy f— - — o [l -
Z CUINICAL TRAINING AND EXPERIENCE OF ABOVE MAMED PHYSICIAN
R R ovn]
w'(‘lmt COMMENTE
ISOTOPE | CONDITIONS DIAGNGSED OR TAEATED A Bt ot wnle ot S
. ¢ oumen FARTICIFATION & webmitw o ;ml:l::‘-nu. n::l
A | ] e 4]
LM ] Thyrold scan 85
Thyrold uptake 87 This details experience
Leng darfution sesn 75 in training at Hercshey
Lenon ventilaticn study - Medical Center.
e | Aerosol veatitation scan 75
Rena’ flow scan 95
Brain scan 8
Liver/¢pleen scan 45
Bone scan 450
Gastroesophageal study 70
LeYeen shurl ;tudy e
Cystograr ) 36
Dacryocys togram Vi
Cardlae perfusion scan, 390
Cardiae stress vuntriculogram -
Cardlac rest ventriculogram ' 45
Galllum scan 30
Renal DMSA 25
Bone Density 180
Cisternogram 8
Ind 111 Scan 25
Hepatodiliary ' 45
Testicular :

Exi-6




E q/4
10LOGY ID: 43228489 o
DEC-18-86 15.29 FROM: DEPT OF‘D
S EXHIBIT 3 (Continued)
PROPOSED PuYSIC 1AM ustR
' Michael p, Buetow, MD
PRECEPTOR STATEMENT (Continyeg) '
2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Continyed) 7
e Lt — "
r nn’lm«.vmu COMmaENTS
HOTOPE | comoir DIAONOSED Om REAeD Er3omac 1A &%,¢0n o in forma
1088 0 PARTICIP AT ION -n-voc:: ‘.IQ::.: -r:‘:':: 1.
A ? 3 (%
(5] TREATMENT OF POLYE Y THEMIA VERA ———
Coan iy ) LEUREMIA, AND pONE METASTASES
ro
(Cotmagery | ™NYRACAVITARY TaEATMENT
TRAEATMENT OF THYRDID CARCINOMA 4
[ B 1] —— e e
TREATMENT OF HYPERTHYROIDISM | B
Av 108 l"tlACAV"ARV TREATMENTY
Cotd INTERSTITIAL TREATMENT S
C:'lji IN?RACAVITARV TREA TWENT
":,] INTERSTITIAL TREATMENT
. -~
or TELETHE RAPY TRE ATMENY
Co 137
8480 | TREATMENT OF £ VE DI7z ASC
RADIOPHARMACEUTICAL PREPARA T ove
fo 1 cengnaron S
S 1y
1011 3m CENERATOR
Teowm | REACENT KiTS 5
9%  Radiopharaace utical 5
edmini stration
1 DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICA L RADIOISOTOPE TRAINING
LOCAT L DAIES CLOCK WOURS OF E1PeR1gnes
June 85 Jan gp June 91
Hershey Medical Center Aug 89 Jul 90 May 92 1200 hours
¢ THE TRAINING AND EXPERIENCE INDICATED ADOVE ; S TSR TUNE p—
WASOBTAINED UNDER THE SUPF RVISION of: / ? /7 /
& NAME OF SUPEAVISOR //W
Douglag 1i, MD S
h M. Mf OF mtﬂ" 110M T PRECEPTOR'S NamE Plme ype 0c print)
Rershey Medloa: Center
B ERfoeATE Douglas Eggii, mp
}ii"é "h P o ¢ BATE It
eI'shey, PA / >
ot HILT j V044 /f/%
37-13531-01 ek i ﬂ 1
— //
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. EXHIBIT 2 ‘

SUPPLEMENT A

@ SUPPLEMENT U.S. NUCLEAR REGULATORY COMMISSION

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

V. NAME OF PROPOSED AUTHOAIZED USER OR RADIATION SAFETY OFFIC:R 2. FOR PHYSICIANS, STATE OR
TERRITORY WHERS LICENSED
ka DQ L«no
3 _CERTIFICATION
SPECIALTY BOARAD CA'I'I.GORV MONTH AND YEAR CERTIFIED
A (4

@ Dl“jnﬂbf”?c Rﬂ—c& 3‘15 c’/qc{
4 6 & ~ @ cCald - Ne wrerag .\.f37 /8 o C“"**“"*JJ

4. TRAINING RECEIVED IN BASIC FADIOISOTOPE HANDLING TECHNIQUES
TYPE AND LENGTH OF TRAINING
CLOCK HOURS IN| CLOCK HOURS OF

FIELD OF TRAINING LOCAYION AND DATE(S! OF TRAINING LECTURE OR SUPERYISED
A s LABORATORY ON-THE-JOB
EXPERIENCE
s. RADIATION PHYSICS AND
( D INSTRUMENTATION

b. RADIATION PROTECTION

€. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIOACTIVITY

¢. RADIATION BIOLOGY

¢. RADIOPHARMACEUTICAL

CHEMISTRY
[}

6. EXPERIENCE WITH RADIATION. (Actusl use of Radioisotopes o Equivalent Experience) _J :
1SOTOPE |mCi USED AT ONE TIME LOCATION CLOCK HOURS TYPE OF U | ,
i - M buke UL mrs‘ca . il
T (%1 2. TmC| Mci?““e e dter (00 howis ']/AQ“FJ\WL ';'
i
Bor 280F b
€ win Road i

‘)UwL\Am,AJC— Z?q'fo |

EXH-5




EXHIBIT 3
SUPPLEMENT B

SUPPLEMENT

U. S NUCLEAR REGULATORY COMMISSION

PRECEPTOR STATEMENT

Supplement

8 must be campletsd by the aoplicant physician's preceptor. |f more then ons precep tor is necesssry to document
experience, ObGRIN & WPLrAN 52 temen from sach.

1. PROPOSED PHYSICIAN USER'S NAME AND ADORESS

FULL NAME

Mou’ (L D(/L.O.-V\o

STREET ADDRESS "
a0 C-lia ool Cevter
%@@f o€

cITY

2- (ons ;n.:\

@a&{o{oal,
.

STATE 1 ZFCOOE |
MT  YgeTy

Mids. Shte U

KEY TOCOLUMN C
PERSONAL PARTICIPATION BHOULD CONBIST OF:

1. Supervised examingtion of petients to determine thy sultability fer
radioisotope diagnosis snd/or trestment and recommaendetio tor
praoscribed comee.

2L ollaborstion In dose callbration and sctus! sdministration of dove
10 the patint including calculation of the radistion doss, related
messurermants and plotting of deta,

3-Adequate period of training 10 enable physician to manage radicectice
patients and lollow pethents through disgnoris and/or course of
traatment,

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN

NUMBER OF
CASES INVOLVING COMMENTS
ISOTOPE | CONDITIONS DIAGNOSED OR TREATED PERSONAL (Additional infommation or comment may
PARTICIPATION b swbmited in Quplicam on mparaw ihees |
A [ c (%)
N

Thyroid scan

Thyroid uptake

Lung perfusion scan
Xenon ventilation study
Ae-osol ventilation scan
Rencl flow scan

Brain scan

Liver/spleen scan

Bone scan
Gastroesophageal study
LeVeen shunt study
Cystogram
Dacryocystegram

Cardiac perfusion scan.
Cardiac

Cardiac

Gallium scan

stress ventriculogram

rest ventriculogram




EXHIBIT 3 (Continued)

PROPOSED PHYSICIAN USER

flav k- De Lano

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE

PRECEPTOR STATEMENT (Continued)
NAMED PHYSICIAN (Continved)

1 DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINIC)L

N
CASES INVOLVING COMMENTS
1SOTOPE CONDITIONS DIAGNOSED OR TREATED PERSONAL (Aoditional infarmation or commena may be
PARTICIPATION submitwd in Guplicam on spe s seen)
A e ¢ D
P22 TREATMENT OF POLYCYTHEMIA VERA,
fSoibke) | LEUKEMIA, AND BONE METASTASES
erd INTRACAVITARY TREATMENT
[Coikidel]
TREATMENT OF THYROID CARCINOMA
an
TREATMENT OF KYPERTHYROIDIS!: (2
Av- 158 INTRACAVITARY TREATMENT
Co60 INTERSTITIAL TREATMENT
er
Cs127 INTRACAVITARY TREATUENT
1125
o INTERSTITIAL TREATMENT
Ir- lg?
or YELETHERAPY TREATMENT
Cs127
580 TREATMENT OF EYE DISEASE
'i RADIOPHARMACEUTICAL PREPARATION
MoB9/ | GeneRaTOR
[*STEY
i A GENERATOR
T~99m | REAGENT KITS
Owher
RADIOISOTPE TRAINING

CLOCK HOURS OF EXPERIENCE

Deie U . M TXC';_ DATES

vYE v-«r(.f)'l ' r. - N

Dept Rad °ﬁ ©ex3808 0 t (o 7 (60
wr e e 2TH0

3 T9E RAINING AND EXPERIENCE INDICATED ABOVE l EPRECEPTOAS SIGNATURE

WAS CBTAINED UNDER THE

SUPERVISION OF:

& NAME UF SUPERVI

iy, Warj Coleﬂ‘aw,MD

e B,

I “t:@;_m'li‘::\‘?:us "‘1 Md?‘.& C;'..r.

7. PRECEPTOR'S NAME Phaw type orpnnt

R. Edward Coleman, M.D.

TFA Al ioloy, Boy S50

B OATE

101446

EXH-7




; \ ‘ XPERIENCE
Q AFETY OFF!C

NAME OF AUTHORIZ JISER O IATION SAFETY O
NAME CF AV ORiZ J ”

Ruggero Battan, M.D.

-

| S

IN BAS ADIOISOTOPE HANDLING TECHNIQUES "

T e T " - — 1 | TYPE AND LENGT™ OF TRAINING

;
r_.

1
|

i
|

-

Dept.
Worcester,

|UMass Medical Center
Dept. of Nuclear Medicine
Worcester, MA (7/90 - 1/93)




INRC FoRM 313M SUPPLEMENT B
981)

U. 8 NUCL‘REGULATORY COMMISSION

PRECEPTOR STATEMENT

experience, obtain a separate statement from each.

Supplement B must be completed by the applicant physician’s preceptor. /f more than one preceptor is necessary to docurment

1. APPLICANT PHYSICIAN'S NAME AND ACDORESS

FULL NAME

Ruggero Battan, M.D.

STREET ADORESS

38 Elm Street Apt. 4

KEY TOCOLUMN C

PERSONAL PARTICIPATION SHOULD CONSIST OF:
1 Supervised examination of patients to determine the suitability for
radioisotope diagnosis and/or trestment and recommendation for
prescribed dosage.

2L ollaboration in dose calibration and actual administration of dose
10 the patient inctuding caiculation of the radiation dose, related
measurements and plotting of data,

CiTY | STATE [ ZIP CODE 3.Adequate period of training 10 enable physician to manage radicactive
patients and follow patients through diagnoss and/or course of
Worcester MA 01655 i
2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN
NUMBER OF
o CASES INVOLVING COMMENTS
ISOTOPE CONDITIONS DIAGNOSED OR TREATED PERSONAL (Additional informatior or comments may =~
PARTICIPATION be submitted in duplicate on separam shees.)
A B c D
CIAGNOSIS OF THYRQID FUNCTION 20
DETERMINATION OF 8LOOD AND
BLOOD PLASMA VOLUME
1131 LIVER FUNCTION STUDIES
or
1.128 FAT ABSORPTION STUDIES
KIONE'Y FUNCTION STUDIES
IN VITRO STUDIES
otHeR | I-123 Thyroid Imaging 500
1128 DETECTICN OF THRCMBOSIS
131 | THYROID IMAGING l 20
P.32 EYE TUMOR LOCALIZATION
Se-7S PANCREAS IMAGING
Yb- 168 CISTERNOGRAPHY
Xe 133 BLOOD FLOW STUDIES AND
PULMONARY FUNCTION STUDIES .
OTHER
BRAIN IMAGING
CARDIAC IMAGING
THYROID IMAGING 10
SALIVARY GLAND IMAGING
Te99m | gL OCD POOL IMAGING
PLACENTA LOCALIZATION
LIVER AND SPLEEN IMAGING
LUNG IMAGING
BONE IMAGING
oTHER [I-131 Adrenal Im:ging i 2
NAC FORM 3120 SUPPLEMENT 2 Page 6

LI




CASES INVOLVING COMMENTS

CONDITIONS DIAGNOSED OR TREATED PERSONAL (Agdi information or commen s may be
PARTICIPATION submited in duplica® on separate sheeis. )
8 c 2

P32 TREATMENT OF POLYCYTHEMIA VERA,
(Soiwble) | EUKEMIA, AND BONE METASTASES

P32
(Cothoctal)

INTRACAVITARY TREATMENT

TREATMENT OF THYROID CARCINOMA

TREATMENT OF HYPERTHYRQIDISM

INTRACAVITARY TREATMENT

INTERSTITIAL TREATMENT

INTRACAVITARY TREATMENT

INTERSTITIAL TREATMENT

or TELETHERAPY TREATMENT

$r-80 TREATMENT OF EYE DISEASE

RADIOPHARMACEUTICAL PREPARATION

Mo 29/ | GENERATOR

Sa- 113
o113, | GENERATOR

Tec-89en REAGENT KITS

Quer

3. DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING
Between 7/90 and 1/93 250 hours of Clinical Radioisotope Training

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE | © PR IGNATY '
WAS OBTAINED UNDER THE SUPERVISION OF: 2
a NAME OF SUPERVISOR Lu‘W l
Lewis E. Braverman, M.D. |
6 NAME OF INSTITUTION 7. PRECEPTOR'S NAME [Piease type orpnnil i
UMass Medical Center Lewis E. Braverman, M.D. |
. MAILING ADDRESS Professur and Chairman t
55 Lake Ave North Dept. of Nuclear Medicine -
a ciTy B. DATE

Worcester - ’
- ATERTALS LICENSE NUMBERIS) /// "//y; |
|

‘ 20~13758-01 .

NRC FORM 313M SUPPLEMENT B
8-81)

Page 7
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FEB 13 1997

Jean E. Miller

Senior Vice President
St. Lawrence Hospital
1210 West Saginaw St.
Lansing, MI 48915

Dear Ms. Miller:

This refers to your January 20, 1997 amendment request, and to our telephone
conversation with your physicist, Ms. Tracy King, on February 6, 1997,

Enclosed is Amendment No. 18 to your NRC Material License No. 21-15462-01 in
accordance with your request. Please review the 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 at (630) 829-9887 so that we can
provide appropriate corrections and answers.

As discussed with Ms. King, please be advised that your license was also updated in
accordance with your September 27, 1996 letter, and in accordance with current NRC
policy. Specifically: (1) Drs. DelLano and Bisesi were added as authorized users, (2) Drs.
DelaFe and Krecke were deleted as authorized users, (3) License Condition Nos. 7.C. and
9.C. now exclude the use of iodine-131 for thyroid carcinoma therapy (this restriction had
been included in License Condition No. 12, but had been inadvertent)y omitted from
License Condition Nos. 7.C. and 9.C.), and (4) License Condition No. 8.C. now includes a
possession limit of one curie for iodine-131.

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 onduct 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:

| Opearate 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




J. Miller R

b. Wher the licensee’s mailing address changes (no fee is required if the
location of byproduct material remains the same).

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

f. Change ownership of your organization.

8. 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 80 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
applicatio~ 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 Proceduies for NRC Enforcement Actions. Since serious consequences
to employees and the public can result from failure to comply with NRC requirements,



J. Miller =N

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.

Sincerely,

Original Signed By
Michael F. Weber
Nuclear Materials Licensing Branch

License No.: 21-15462-01
Docket No.: 030-09151

Enclosure: Amendment No. 18

DOCUMENT NAME: M:\03009151.CL7

To receive » copy of this document, indicats In the box. “C” = Copy without attachment/enclosure “E = Copy with attachment/encloswe "N = No copy

OFFICE

DNMS/RIII C

[NAME

MWEBLCR:jaw ~~—

E DATE 0243197




UNITED STATES
‘JUCLEAR REGULATORY COMMISSION
REGION I
801 WARRENVILLE ROAD
LISLE, ILLINOIS 60532-4351
630-829-9887 (phone), 630-515-1259 (fax)

CONVERSATION RECORD [rime |oare
8:00 am

2/6/97

NAME OF PERSON(S) CONTACTED ORGANIZATION

Tracy King, consultant physicist St. Lawrence Hospital

TELEPHONE NO

313-662-3197

SUBJECT

Amendment request (Control No. 302252)

SUMMARY
We discussed the following updates/corrections to the license

1) LCs 7C and 9C now exclude |-131 for thyroid cancer therapy (this agrees w/ LC 12)
2) LC 8C limits I-131to 1 Ci.

ACTION REQUIRED

Approve request.

NAME OF PERSON DOCUMENTING CONVERGATION SIGNATURE

Michael F Weber ! %7&[‘_/ |

2/6/97




UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION ill
801 WARRENVILLE ROAD
LISLE, ILLINOIS 60532-4351
630-829-9887 (phone), 630-515-1259 (fax)

CONVERSATION RECORD |rime |oate

3.30 pm 1197
NAME OF PERSON(S) CONTACTED ORGANIZATION TELEPHONE NO
Ken Miller, RSO Hershey Med. Ctr. 717-531-8521
BUBJECT

Amendment request for St. Lawrence Hospital (Control No. 302252)

SUMMAFRY
Q: Is Dr. Douglas Eggli an Authorized User for 35 300 uses and materials?
A Yes

ACTION REQUIRED

Approve request.

NAME OF PERBON DOUUMENTING CONVERBATION BIGNATURE DATE




i,v‘ "‘"«., ’ UNITED STATES .
%, d g NUCLEAR REGULATORY COMMISSION
° REGION 1l

&) s

LISLE, ILLINOIS 60532-4351
LT January 29, 1997

John Chalmers Crockett
Radiaticn Safety Officer
St. Lawrence Hospital
Sisters of Mercy

1210 West Saginaw Street
Lansing, MI 48915

SUBJECT: ACKNOWLEDGEMENT OF CORRESPONDENCE
(Letter Dated 01/20/97)

Dear Licensee:

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

_ New License _X_ Amendment __ Renewal
it Segmination — Auth User (Amendment not required)
—. Other

No administrative deficiencies were identified during this initial review.
However, 1t should be noted that & technical review may identify omissions in the
submitted information.

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

1. %gljungmQQQQQQL actions are normally processed within 90 days, unless we
ind 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 Collertion Branch (301/415-6097) for approval of the fee category and
amount, 1f required.

If you have a compelling safety or business-related reason for reguesting
expedited review, please contact the Materials Licensing Branch at (630)

829-9887. We will try to complete your request as soon as practicable.
Any corresponderce about this request should reference the contrg] number .

Nuclear Materials Support Branch

Mail Control No. 302252
License No. 21-15462-01




