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Nuclear Regulatory Commission
Region I, Material Licensing Section
631 Park Avenue
King of Prussia, Pennsylvania 19406

RE: LICENSE #07-16862-01
AMENDMENT #05

Gentlemen:

Picase amend the above-named license to reflect the following changes in
procedures and/or representations.

1. The Mo-99-Tc-99m generators will be dismantled and the radioactive

column held for decay as currently provided in the licepse br will
be returned to the manufacturer for disposal. Manufacturer's
instructions will be followed.

2. A Xenogard Xenon Room Air and Trap Monitor has been purchased.
Therefore, the operation of the Xenon-133 Trap System will be
checked as follows: Every two weeks the Xe-133 Room Air / Trap
Monitor will be attached to the exhaust port of "Nonex" Trap
System. The system will be operated and the effluent air fron
the Xenon Trap monitored. Whenever concentrations are present
which can result in a Xenon Room Air concentration approaching '
1 MPC, the cartridge will be stored with other radioactive waste
in the " hot lab" until decay permits disposal through normal
channels.

3. As pertains to the receipt of radioactive materials during off-
duty hours, acceptance will be in accordance with the attached
procedure (Attachment 1).

4. Picase add Carlos Pena, M.D., and Muhammad llaq, M.D., to the
license as users for Groups I-III, and, Ronald D. Petrocelli, M.D.,
(Groups 1-V) Xenon-133, and in vitro' studies. Their supplements
are attached (Attachment 2).*

5. The amendment fee of $120.00 has been remitted via St. Francis
llospital Check #24078.,. ,_ ~
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ST, FRANCIS HOSPITAL, INC. Section: NUCLEAR MEDICINE
Wilmington, Delaware

POLICY AND PROCEDURE MANUAL Subject: DELIVERY OF NUCLEAR MEDICIh
RADI0 PHARMACEUTICALS

POLICY:

In order to ensure the safety of personnel, and to comply with the U.S.
Nuclear Regulatory Commission's regulations regarding the receipt of
radioactive materials, the appropriate personnel of this hospital shall
take the following action:

.

PROCEDURE:

A. During the hours from 0800 hours to 1630 hours - Monday through Friday

1. Radioactive materials should be delivered directly to Nuclear
Medicine by the hospital's Materials Management receiving area
personnel.

2. Upon receipt at the loading dock area, the shipment is to be inspected
by receiving personnel for damage. If there is any indication of
damage, take action as described in Paragraph C.

3. When the shipment is delivered to Nuclear Medicine, the technologist
on duty will inspect the shipment for damage and take action described
in Paragraph C as necessary.

B. After the above mentioned hours and on Saturday, Sunday, and llolidays.

1. The shipment of radioactive traterial will be delivered to the Emergency
Room Office.

2. Upon receipt, Emergency Room personnel will note any obvious damage to
the shipment. If there is indication of damage, the Receptionist should
take action described in Paragraph C.

3. If no damage is apparent, a Radiologic Technologist on duty in Radiology
shall be notified of the arrival of the shipment by the Emergency Room
Receptionist and will sign for receipt of the shipment.

4. The Radiologic Technologist on duty, af ter inspection fo'r damage, shall
deliver the shipment to Nuclear Medicine via the Radiology Department.
The key to Nuclear Medicine and the llot Lab is retained in the Radiology
Department Key Box.

5. The shipment shall be placed in the room marked "flot Lab" (Room #325C),
on top of the yellow bin on the lef t hand wall. The llot Lab is the
small locked room in the f ar corner of Nuclear Medicine. 'the llot Lab
is to be locked after delivery of the shipment.

Effective Dato: 3/g9735 Approval ADMINISTRATION Page i of 2
_ _

3/19/85
_ ._ .__ _-____ _ _ _
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ST. cRANCIS HOSPITAL, INC. Section: NUCLEAR MEDICINE
Wilmington, Delaware

DELIVERY OF NUCLEAR MEDICINE
POLICY AND PROCEDURE MANUAL Subject: RADI0 PHARMACEUTICALS

.

i

C. Indication of Damage

1. Indication of possible damage to the shipment include:
a) Crushed or punctured container
b) Wet or leaking container .

c) Unsealed container

2. If there is indication of damage, the Receptionist or receiving
personnel should:
a) Ask the shipping agent to remain
b) Not handle the package
c) Block off area to minimize contact within 6' of package
d) Call in following order:

Senior Nuclear Medicine Tech: Robert G. Stineman, CNMT
Home Telephone: 322-0422

Radiation Safety Officer: Richard L. Ward, M.D.
Home Telephone: 428-0725

Alternate Radiologist: Radiologist on Call
Telephone Security: 4131

.

Page 2 of 2
.
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PORM NRC 313M-SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION

' * " * ' TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER*

1. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO

h' /.'? . h . aimism/Eank,wuwdfPR ACTICE M ICINE

3. CERTIFICATION
SPECIALTY BOARD CATEGORY MONTH AND YEAR CERTf FIED

4 a C
A

}/4GNOS7'?d RADIOLOGY
J"NE ISl|

,

.

4. TRAINING RECEIVED IN BASIC RADIOlSOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING

LECTURE / SUPERVISEC

FIELD OF TR AINING LOCATION AND DATE(S) OF TRAINING LABORATORY LABORATORY
A B COURSES EXPERIENCE

(Hours) (Hours)
C D

e

a. RADIATION PHYSICS AND
INSTRUMFNTATION

b. RADIATION PROTECTION

c. MATHEMATICS PERTAININO TO
THE USE AND MEASUREMENT .

OF RADIOACTIVITY

d. RADIATION BIOLOOY

e. RADIOPHARMACEUTICAL
CHEMISTRY

5. EXPERlENCE W|TH RADI ATION. (Actualuse of Radlotsotopes or [quivalent Experience)
i

ISO TOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS OAINED DUR ATION OF EXPERIENCE TYPE OF USE

.

|

,

FORM NRC-313M Supplement A
| 16 78) Page6

- _ . _ _ _ _ - _ _ _ _ _ _ _
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FORM N RC-313M-SUPPLEMENT B U. S. NUCLEAR REGULATORY COMMISSION

*?8I .

PRECEPTOR STATEMENT
.

Supplement 8 must be completedby the mplicantphysician'spreceptw. Ifmore than one preceptoris necessary to document
experience, obtain a separate statement from each.

1. APPLICANT PHYSICIAN'S NAME AND ADDRESS KEY TO COLUMN C
PERSON AL PARTICIPATION SHOULD CONSIST oft

FU Lt. N AME 14upervised examination of patients to determine the suitability for
radioisotope diagnosis and/or treatment and recomrnendation for

[#A/2[.08 [N prescribed dosage.

STREET ADDRESS g gj(WAfd/$ Mpjf/ W 240Heboration in dose ceHbration and actual administration of dose |

76 a' 4744/7)N sTfEFy to the patient includne calculation of the radiation dose,related
measurements and plotting of dete.

CITY | STATE | ZIP CODE 3-Adequate period of training to enable physician to manage radioactive
patients and foffow patients through diagnosis and/or course of I

e

[d/dMIN 7dN )$ [N68 treatment.

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICI AN
'NUMBER OF

CASES INVOLVING COMMENTS
ISOTOPE CONDITIONS DIAGNOSED OR TREATED PERSONAL (Additiona/information orcommentsmay

PARTICIPATION be submittedin duplicate on separnar sheets.)
A B C D

.

DIAGNOSIS OF THYROID FUNCTION .

I
DETERMINATION OF BLOOD AND

(odee.u c mn I.962-7/BLOOD PLASMA VOLUME

l-131 LIVER FUNCTION STUDIES

4 J/MU / [8/ YAr LI'Af II 25 FAT ABSORPTION STUDIES *

,/h3J/ / gm 4 6 4 MN M'KlDNEY FUNCTION STUDIES

IN VITRO STUDIES
f 4 Cb2 d h[ ~,

? b it L es /& a a s & di:. S W"'" m
1-125 DETECTION OF THROMBOSIS

Of "' '

|-131 THY ROID IMAGING

P-32 EYE TUMOR LOCALIZATION [f . '2 M k M f M* /9 Nk
'/ /r| Se 75 PANCRE AS IMAGING 4 .

/,h [h.[ l' ./2 h 48 44C- '

(Yb-169 CISTE RNOGR APHY'

BLOOD FLOW STUDIES AND ; g[- $*
f gXe-133 *

PULMON ARY FUNCTION STUDIES *

OTHER /, .A /m gC-Q ,cc mg
b 3gQL BRAIN IMAGING > fog .

- e

f.if(/ t'|| u'3( Of .
0 # 5Jj

CARDI AC IM AGING y fggi

b N'
THYROID IMAGING y gg
SALIVARY GLAND IMAGING gg / p

Tc-99m BLOOD POOL IMAGING n /g

PLACENTA LOC ALIZATION ,, / ,

LIVER AND SPLEEN IMAGING y /g)g

LUNG IMAGING ) fgg

BONE IMAGING > [[ M
OTHER

FORM NRC-313M-SUPPLEMENT B
- -- -

M8I Page 6
. _ _ ______ _ _ _ _ _ _ _ . . _ _ _ _ _ _ _ _ _ . . _ _ _ _ _



. -

__. . __ _

. , . ..

,r] p-, , . ,

**g GI J.

. ..

PRECEPTOR STATEMENT (Continued)e

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

f CASES INVOLVING COMMENTS

ISOTOPE CONDITlONS DIAGNOSED OR TREATED PERSONAL (Additionalinformation or comments may be
PARTICIPATION submitardin duplicate on separate sheett)

,

A B C D

P-32 TREATMENT OF POLYCYTHEMIA VERA,
(Sorub/e/ LEUKEMIA, AND BONE METASTASES 6

INTRACAVITARY TRE ATMENT g
fj

TREATMENT OF THYROID CARCINOMA j
TREATMENT OF HYPERTHYROIDISM [

Au-198 INTR ACAVITARY TRE ATMENT g
CoGO INTERSTITI AL TREATMENT o

or
Cs-137 INTRACAVITARY TREATMENT Q

*

INTERSTITI AL TREATMENT g
Ir-192
Cc>60

or TELETHERAPY TRE ATMENT g
Cs-137

Sr-90 TREATMENT OF EYE DISE ASE [
RADIOPHARMACEUTICAL P9 EPA RATION g

f gh GENERATOR

GENERATORj

Tc-99m REAGENT KITS

Other

3. DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING

i

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE & PRELEPTOR'S SIGNATURE

WAS OBTAINED UNDER THE SUPERVISION OF:
a NAME OF SUPERVISOR

*

Richard L. Ward. MJ.
tt NAME OF INSTITUTION 7. PRECEPTOR'S NAME (Please type orprint)

St. Francis Hospital. Inc. Richard L. Ward, M.D..
c. M AILING ADDRESS

7th & Clavton
a ce TY

~
Streets

8. DATE

g [fg{t"Wilmington, DE 19805
5. MATERI ALS LICENSE NUMBER (S) e

. 607*16862-01<

FORM NRC 313nASUPPLEMENT 8
(8-78) <-

\
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, HOSPITAL OF: THE UNIVEEF951TY 0f= PENNEYLVENIEiB. ._.

3400 spIDee Street /G1 Philadelphia,PA 19104 (215) 062 3000.

DEPARTMENT OF radiology
'

'*

'

; -

Mohammad Ikramul IIac. M.D.

has successfully completed Nuclear Medicine Course 210, a course
' under my direction covering the basic science and principles of

Nuclear Medi, cine. This course extended from 8 January 1979 to 26
January 1979 at the Hospital of the University of Pennsylvania, and
included 67.5 hours of lecture. Subjects included the basic principles
of radiation physics, instrumentation, radiation biology, radiopharma-
ceuticals, in vivo studies, in vitro studies and therapeutic uses of
radionuclides. -

#Acx KAm'h/2
*Abass Alavi, M.D.

26 January 1979-

,-
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re r3u NRC-313M-SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISS!ONe

"' TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

,

2. STATE OR TERRITORY IN
1. NAME OF AUTHORIZED USER OR RADIATION SA7ETY OFFICER WHICH LICENSED TO

ea^cT'ce "e o'ci"EMvHMMN .1~ NA R* * 3- JVtiv Ye/ZK. PfAwnLVANon &
3. CERTIFICATION P f /-M y A K c.

SPECIALTY BOARD CATEGORY MONTH AND YEAR CERTIFIED
B C

A

pi A C,lu o 3t i C_ iu DiotoGy 7 gg
a

4. TRAINING RECEIVED IN BASIC RADIOlSOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING

LECTURE / SUPERVISED

FIE LD OF TRAINING LOCATION AND DATE(S) OF TRAINING LABORATORY LABORATORY

A B COURSES EXPERIENCE

gHours) (Hours),

C D

e. RADJATION PHYSICS A'ND
'

INSTRUMENTATION

b. R ADI ATION PROTECTION

c. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIOACTIVITY

d. RADI ATION BIOLOGY-

.

.

e. RADIOPHARMACEUTICAL
CHEMISTRY

5. EXPEnlENCE W|TH R ADE ATION. (Actualuse of Radioisotopes or Equivalent Experience)

ISOTOPE MAXIMOM AMOUNT WHERE EXPERIENCE WAS GAINED . DUR ATION OF EXPERIENCE TYPE OF USE

*

o

.

FORM NRC-313M Supplement A .

(B-78) Page 5,
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FG*nu N RC-313M-SUPPLEMENT B U. S. NUCLEAR REGULATORY COMMISSION
(8-7s) .

.

PRECEPTOR STATEMENT
*

experience, obtain a separate statement from each. physician's preceptor. If more than one preceptor is necessary to documentSupplement B must be ccwnplated by the applicant

1. APPLICANT PHYSICI AN'S N AME AND ADDRESS KEY TO COLUMN C
PERSONAL PARTICIPATION SHOULD CONSIST OF:

FU LI. N AME

Mu#AM nab /N69AIOL. // /18 a /)-
' 8"P''vi''d ****ia'ti a ' P ti'at$ t d't''mia' th* 5uitabiiity for

radioisotope diagnosis and/or treatment and recommendation for
prescribed dosage.

STREET ADDR 240!!aboration in dose calibration and actual administration of dose
N' g g g* to the patient including calculation of the radiation dose, related

measurements and plotting of data.
7g y C C g y 7gy f j j ,r

GlTY | STATE [ ZIP CODE 3-Adequate period of training to enable physician to manage radioactive
patients and follow patients through diagnosis and/or course of

/4//( N //2/87(VV' [ /7[O[ treatment.

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN
NUMBER OF

CASES INVOLVING COMMENTS

ISLTOPE CONDITIONS DI AGNOSED OR TREATED PERSONAL (Additiona/ in formation or commen ts may
PARTIClPAT10N be submittedin duplicate on separate sheets.)

A B C D

- DI AGNOSIS OF THYROID FUNCTION

DETERMIN ATION OF BLOOD AND .f -.

BLOOD PLASM A VOLUME jCf VGh i d Ao
1131 LIVER FUNCTION STUDIES

' '

I 25 FAT ABSORPTION STUDIES OvtA Y

M pM M.( t ,f/ w s1d /4KIDNEY FUNCTION STUDIES

IN VITRO STUDIES MI N r[- [/w M - b6

OTHER [ b- A N . tb' M
CJb1125 DETECTION OF THROMBOSIS / g d j ,/

g g,% gj Md [,l-131 THYROID IMAGING

P-32 EYE TUMOR LOCALIZATION % ,

Se-75 PANCRE AS IMAGING

A. n 4. w l- v t. <,-

Yb-169 CISTE RNOGR APHY O *

BLOOD FLOW STUOf ES AND
- ' *

{ %C4 dk CJ % , CfX;-133 cPULMON ARY FUNCTION STUDIES

| 0 $A ,yg.. si) () M

BRAIN IM AGING Mf
'

Q U, L .-k.1, , DE) '
.,

f / "2, 3
-

CARDI AC IM AGING ,

p / MOTHYROID IM AGING

SALIVARY GLAND IMAGING [
BLOOD POOL IM AGING /8Tc.09m

PLACENTA LOCALIZATION /

p / {{J
'

LIVER AND SPLEEN IM AGING

LUNG IMAGING /[8
p/QBONti IM AGING

CTHER

F Of tM NRC-313M-SUPPLEMENT B
t :.703 Page 6
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PRECEPTOR STATEMENT (Continued)
. , ,

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

NUMBER OF
CASES INVOLVING COMMENTS

PERSONAL (Additionalin formation or commen ts may be
ISOTOPE CONDITIONS DI AGNOSED OR TREATED PARTICIPATION submitsedin duplicate on separate sheett,}

D
A G C

P-32 TREATMENT OF POLYCYTHEMIA VERA, p
40A'f*l LEUKEMIA, AND BONE METASTASES

.

OINTRACAVITARY TREATMENTfj

TREATMENT OF THYROID CARCINOMA , [
1131

TREATMENT OF HYPERTHYROIDISM [ ,

Au-198 INTR ACAViTARY TREATMENT h
Co60 INTE RSTITI AL TREATMENT O
or

Cs137 INTR ACAVITARY TREATMENT 0

|NTERSTITI AL TREATMENT p
tr-192

br TELETHE RAPY TRE ATMENT
Cs-137

hSr-90. TRE ATMENT OF EYE DISE ASE

RADIOPHARMACEUTICAL PREPARATION

[ '

[[gh9d GENERATOR
,

GENERATOR
13

Tc-99m REAGENT KITS [
Other

.

.

.

3. DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOlSOTOPE TRAINING

.

G. PRECEPTOR 3 SIGNATURE
4. THE TRAINING AND EXPERIENCE INDICATED ABOVE

WAS OBTAINED UNDER Tile SUPERVISION OF: i

a. NAME OF SUPE RVISOR

Richard L. Ward, M.D.
7. PRECEPTOR'S NAME P/ case type orprintfth NAME OF INSTITUTION

" ^ ' Richard L. Ward, M.D.
e.uY[ino$o"o"nsss I

_,lth & Clayton Streets I
8. DATE .

<L CITY

Wilmincton. DE 19805 o f ff//J", g5. MNIERI ALS LICENSE NUMBEH(St

#07-16862-01 .

[ og NHC-313MSUPPtJMENT U
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. V ; License r> ,,. p
, , ,

|
'

l '; MATERIALS LICENSE 21-00943-03
| '' Docket a Reference Mr

SUPPLEMENTARY SHEET k
p $
# p.

1 - Amendment No. 45 1
4 p-

| St. 00seph Mercy' Hospital |
| D:pt. of Nuclear Medicine p

P.O. Box 995 p
-

Ann Arbor, MI 48166 E.

$
_

H

| t

|( In accoradance with letter dated June 13, 1984, License Number 21-00943-03 is
) amended as follows: y

1 - E

| p
s . . . . , ,

,

, Condition 12. is amended to read: , i . . I' ( |
12. Licensed material listed,ii,I' tem 6 above is authorizeddot use by, or under the |,

supervision of, the foll,owing individual (s) for the materidl_s and uses indicated: y

DelbertE.Boblitt,f{D.\ GroupsI,II,[II',IV,VandVI
~

'

Xenon-133 !
"''

,

M vitro. studies * j'-
' -

.r. g

.

~ ... . , Groups-I, II, III, IV, V and VI s
.

'LaMar J. HanKamp, M.D. -.c -

7- - Xenon-133 :") i
' ''

c
,'S ' [. ,

'

. In vitro studies ?_''. . i, ,.s
; -+ |r:

, ,
; .- "*: >. .

;'
~

'' S! ;,7 - "~'.GroupiI,II,;IIi,JVandVI |Robert G. Ause, M.D.
. ' , ' , , - , . Xenon-133

.

;"'
-

' "-
. g

k
.* ..

'.- -~In vitro studies?"_,' E
-

r ".~_ . ; s . . _w . .n pq .._,

p Lawrence R. Kuhns, M.D. - Groups.I~, II, and-III H.

Iodine--131 for' therapy 5&
- =

N
' '

- Xenon-133 -

|
'In vitro studies

- . ..
.,

Ronald D. Petrocelli, M.D. - Groups I, II, III, IV and V
- Xenon-133

$ In vitro studies R
9

-

4 Douglas B. Siders, M.D. Group I
h vitro studies

*

i
N !
A E

E.

nr
.

- | -

- \n

| . ri

< 8
-

:4 E

4 $
9 >
1 p
1

4 & SPP- E|
s______ ___as

|.
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[] , License n' , . I .

' e

*

5 MATERIALS LICENSE 21-00943-03 '

s1 '* Docket or Reference number !r
SUPPLEMENTARY SHEET E

([
,

U <

>"

$ Amenrfmant Nn. 4R N
-

t E
-

.- p
. Jeffrey T. Colvin Byproduct material listed in

W
| Subitem 6.G. h*

||'

Young Bae, M.fi. Group VI i- _

I

l
William H. Straub, M.D. Groups I, II, III, IV and V y

Xenon-133 y

(
-In vitro studies p

i
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BETWEEN: William 0. Miller, Chief
License Fee Management Branch
Office of Administration Z.

.

John E. Glenn, Chief
,

Nuc1 car Materials Section B
Division of Engineering and

Technical Programs
'

LICENSE FEE TRAN TTAL
*

A. REGION

1. APPLICATION ATTACHED

Applicant / Licensee: S4. Fronns unspdol ; Toc.
Application Dated: 3 31 %%

Control No.: 03593

License No.: Cf1- S 9;(,2 - n |

2 FEE ATTACHED .

Amount: * 13G rn
Check No.: OL|GW

3. COMMENTS ,

Signed hBtMr9n OOnM fg
C Date :3 /29 Rs

'\ }B. LICENSE FEE MANAGEMENT BRANCH

hO1. Fee Category and Amount:

2. Correct Fee Paid. Application may be processed for:

/Amendment
'

+ - Renewal'

License
.

'M/Y/[Date

[ I e

0 V/TfD |REGION I r0RM 213 j

(MARCH 1983)
1

|
-


