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Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10,
Code of Federal Regulations, Chapter 1, Parts 30, 31,
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U.S. NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE

made by the licensee, a license is hereby ssued authorizing the licensee to receiv
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Amendment No. 38

:

32, 33, 71, 35, 39, 40 and 70, and in reliance on statements and representations heretofore

e, acquire, possess, and transfer byproduct, source, and special
nuclear material designated below; to use such material for the purpose(s) and at the place(s) designated below: to deliver or transfer such material

| specified in Section 183 of the Atomic Energy Act of 1954, as amended. and is subject to all applicable rules, regulations and orders of the Nuclear
| Regulatory Commission now or hereafter in effect and to any conditions specified below

o

o P.0. Box 5046

Licensee

Royal C. Johnson Veterans
Memorial Hospital

Sioux Falls, South Dakota

]

Department of Veterans Affairs

57117

B
|
t0 persons authonzed to receive it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditions |
|
|
l

' ecember

l License number
|
|

| 4 Expinlxon date

February 28, 2003

6n accordgnc? w%th letter dated

40-16336-01 is amended in
its entirety to read as follows:

—
| 5. Docket or

[t -o - A _ Reference No  030-10840 .
6. Byproduct, source, and/or 7. Chemical and/ or physical 8. Maximum amount that Licensee
special nuclear material form may possess at any one tume
o under this license
: :
# A, Any byproduct material A. Any A. As needed L
o identified in 10 CFR radiopharmaceutical E
“ 35.100 identified in 10 CFR o
; 35.100 o
- B. Any byproduct material B. Any B. As needed 5
identified in 10 CFR radiopharmaceutical Ed
35.200 identified in 10 CFR .
« 35.200 ]
f C. Any byproduct material C. Any €. 200 millicuries o
. identified in 10 CFR radiopharmaceutical -
35.300 identified in 10 CFR L
o 35.300
D. Any byproduct material D. Any brachytherapy D. As needed 5
; identified in 10 CFR source identified in '
1 35.400 10 CFR 35.400 |
o E. lodine-125 E. Any E. 5 millicuries '
i F. Hydrogen-3 F. Any F. 5 millicuries
i G. Carbon-14 G. Any G. 5 millicuries
i H. Sulfur-35 H. Any H. 5 millicuries ¥
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( Cicense Nomber .
_40-16336-01
9 MATERIALS LICENSE i i e o

o SUPPLEMENTARY SHEET ~ 030-10840 _

o P— " , -\ Hhmendment No. 38

WLy _ﬂ‘._ 4

2 >
s .
9. Authorized Use: .
. .
? A. Medical use described in 10 CFR 35.100. >
- -
o B. Medical use described in 10 CFR 35.200. .
o .
. C. Medical use described in 10 CFR 35.300. .
“ >
j D. Medical use described in 10 CFR 35.400. .
; »
4 E. through H. Tracer studies in humans as approved by a Radioactive Drug .
; Research Committee established with and approved by the Food >
j and Drug Administration. .
s >
o CONDITIONS &
o =
Q 10. Location of use: €501 West 22nd Street, Sioux Falis, South Dakota. 5
. -
ﬂ 11. Radiation Safety Officer: Lynn A. Henrickson, M.D. =
3 .
ﬂ 12. Authorized Users: "
a .
‘ A. Richard A. Jaqua, M.D., for material identified in 10 CFR 35.100, and 35.200; ~
iodine-125, hydrogen-3, carbon-14, and sulfur-35. i

j B. Patsy Ann Uken, M.D., for material identified in 10 CFR 35.100, 35.200, and E
= 35.300. B
C. Daryl Ray Wierda, M.D., for material identified in 10 CFR 35.100, and 35.200. :

D. Gary L. Famestad, M.D., for material identified in 10 CFR 35.100, 35.200, and
iodine-131 for the treatment of thyroid carcinoma.

E. Thomas E. Masterson, M.D., for material identified in 10 CFR 35.100, and
35.200.

F. Andrew I. Soye, M.D., for material identified in 10 CFR 35.100, 35.200, and
35.300.

G. Thomas M. Cink, M.D., for material identified in 10 CFR 35.100, 35.200, and
35.300.

H. Lynn A. Henrickson, M.D., for material identified in 10 CFR 35.100, 35.200, and
35.300.

LWL WL SO LWL G PP WL 9L WL S

SPLs

Marshall L. Brewer, M.D., for material identified in 10 CFR 35.100, and 35.200.
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&l 12. (Continued) Wl
o o
‘! J. Donald G. Nordstrom, M.D., for material identified in 10 CFR 3% 400. =
b .
9§ K. Kirsten R. Erickson, M.D., for material identified in 10 CFR 35.400. .
o -
ﬁ L. Michael J. Kihne, M.D., for material identified in 10 CFR 35.100, 35.200, .
. 35.300, and 35.400. W
5 .
s M. Camercn L. Stokka, M.D., for material identified in 10 CFR 35.100, 35.200, 3
. 35.300, and 35.400. .
. o3
o N. Derek A. Burdeny, M.D., for material identified in 10 CFR 35.100, and 35.200. »
s .
. 0. Randal L. Welter, M.D., for material identified in 10 CFR 35.100, 35.200, and .
~ in4ine-131 for treatment of hyperthyroidism and card.ac dysfunction. .
~

P. horas W. Free, D.0., for material identified in 10 CFR 35.100, 35.200, and .

35.300. .

.

Q Brian R. Marten, M.D., for material identified in 10 CFR 35.100, and 35.200. &

#

R. Patrick A. Nelson, M.D., for material identified in 10 CFR 35.100, and 35.200. ;

) Brad Alan Paulson, M.D., for material identified in 10 CFR 35.100, and 35.200. :»

T. Joseph Jeffery Baka, M.D., for material identified in 10 . FR 35.100, and :

35.200. w

*

.

U. Edward J. Czarnecki, M.D., for material identified in 10 CFR 35.100, 35.200,
and iodine-131 for the treatment of thyroid carcinoma.

% 13. The licensee is authorized to receive radiopharmaceuticals from McKennan Hospital
4‘ (40-16571-01), Sioux Valley Hospital (40-12378-01), and Central Plains Clinic
(40-26865-01).

@ 14. In addition to the possession limits in Item 8, the iicensee shall furty :r restrict
3 the possession of licensed material to quantities below the minimum 1imit specified
‘= 10 CFR 30.35(d) for establishing decommissioning financial assurance.
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|License Number

40-16336-01  |d

Docket or Reference Number

MATERIALS LICENSE

SUPPLEMENTARY SHEET | 030-10880 __
| Amendment No. 38 _7_m_*_:‘
c
§
. >
| 15. Except as specifically provided otherwise in this license, the licensee shall ®
b conduct its program in accordance with the statements, representations, and .
: procedures contained in the documents, including any enclosures, listed below, .
g except for minor changes in the medical use radiation safety procedures as provided |g
« in 10 CFR 35.31. The U.>. 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. -
D .
A. Application dated February 26, 1992 .
: B. Letter dated June 2, 1992 -
; C. Lletter dated August 19, 1992 .
& D. Facsimile dated January 27, 1993 .
! E. Letter dated September 22, 1993 .
* F. Letter dated November 17, 1993 E
f G. Letter dated September 15, 1994
?l H. Facsimile dated December 12, 1994
ol I. Letter dated December 15, 1994
~ J. Letter dated September 8, 1995
s K. ‘etter dated November 4, 1996
ol L. tter dated December 5, 1996

LWLIGIRTLN. (9L 9. 9. 9. 9. 9. 9. 9. 9. 9. )

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

25 1997 "l’/z
R 23 By /V{(/ N
E Christi Hernandez

Nuclear Materials Licensing Branch
Region IV
Arlington, Texas 76011

Date
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UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION IV

611 RYAN PLAZA DRIVE, SUITE 4u0
ARLINGTON, TEXAS 760118064

March 25, 1997

Department of Veterans Affairs
Royal C. Johnson Veterans
Memorial Hospital
ATTN: Lynn A. Henrickson, M.D.
Radiation Safety Officer
P.0O. Box 5046
Sioux Falls, South Dakota 57117

SUBJECT: LICENSE AMENDMENT

Please find enclosed License No. 40-16336-01. You should review this license carefully
and be sure that you understand all conditions If you have any questions, you may
contact the reviewer who signed your license at 817-860-8217.

NRC expects licensees to conduct their programs with meticulous attention to detail and a
high standard of compliance. Because of the serious consequences to employees and the
public which can result from failure to comply with NRC requirements, you must conduct
your program involving radioactive 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:

[P Operate in accordance with NRC regulations 10 CFR Part 19, "Notices,
Instructions and Reports to Workers: Inspection and Investigations,”
10 CFR Part 20, "Standards for Protection Against Radiation,” and other
applicable regulations.

2. Possess radioactive material only in the quantity and form indicated in your
license.

< Use radioactive material only for the purpose(s) indicated in your license.

4. Notify NRC in writing of any change in mailing address (no fee required if the

location of radioactive material remains the same).

5. Request and obtain written NRC consent before transferring your license or any
right thereunder, either voluntarily or involuntarily, directly or indirectly, through
transfer of control of your license to any person or entity. A transfer of control of
your license includes not only a total change of ownership, but also a change in
the controlling interest in your company whether it is a corporation, partnership,
or other entity. In addition, appropriate license amendments must be requested
and obtained for any other planned changes in your facility or program that are
contrary to your license or contrary to representations made in your license



Department of Veterans Affairs -2-

application, as well as supplemental correspondence thereto, which are
incorporated into your license. A license fee may be charged for the amendments
if you are not in a fee-exempt category.

6. Maintain in a single document decommissioning records that have been certified
for completeness and accuracy listing all the following items applicable to the
license:

* Onsite areas designated or formerly designated as restricted areas as defined
in 10 CFR 20.3(a)(14) or 20.1003.

e Cnsite areas, other than restricted areas, where radioactive materials in
quantities greater than amounts listed in Appendix C to 10 CFR
20.1001-20.2401 have been used, possessed, or stored.

e Onsite areas, other than restricted areas, where spills or other unusual
occurrences involving the spread of contamination in and around the facility,
equipment, or site have occurred that required reporting pursuant to 10 CFR
30.50(b)(1' or (b)(4), including areas where subsequent cleanup procedures
have remo 'ed the contamination.

¢ Specific locations and radionuclide contents of previous and current burial
areas within the site, excluding radioactive material with half-lives of 10 days
or less, depleted uranium used only for shielding or as penetrators in unused
munitions, or sealed sources authorized for use at temporary job sites.

* Location and description of all contaminated equipment involved in licensed
operations that is to remain onsite after license termination.

p Submit a complete renewal application with proper fee, or termination request at
least 30 days before the expiration date on your license. You will receive a
reminder notice approximately 90 days before the expiration date. Possession of
radioactive material after your license expires is a violation of NRC regulations.

8. Request termination of your license if vou plan to permanently discontinue
activities involving radioactive material.

You will be periodically inspected by NRC. Failure to conduct your program in accordance
with NRC regula ~ns, license conditions, and representations made in your license
application and supplemental correspondence with NRC will result in enforcement action
against you. This could inciude issuance of a notic. of violation; imposition of a civil
penalty; or an order suspending, modifying, or revoking your license as specified in the
"General Statement of Policy and Procedure for NRC Enforcement Actions” (Enforcement
Policy), 60 FR 34381, June 30, 1995.



Department of Veterans Affairs

Thank you for your cooperation.

Docket: 030-10840
License: 40-16336-01
Control: 466279

Enclosures: As stated

Sincerely,

M /.éfmm%é/

Christi Hernandez, Radiation Specialist
Nuclear Materials Licensing Branch
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JOCUMENT NAME: G:\NMLS.O\MCH\40-16336.MLC
To receive copy of document, indicate in box: “C" = Copy without enclosures "E" = Copy with enclosures "N" = No copy

RIV:NMLB
MCHernandez

03/,)5/97
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waive any applicable privilege or f

his transmission is intended only for the use o
contain information that is prviieg«d confidenti

All others are hereby notified that receipt of this message does not

exemption from disclosure ang
prohibited

that any dissemination, distribuiion or Copying of this commumcation is

If you have received this communication

N error. please notify us immediately at the telepho 1a number

shown below Thank you
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To Whom it May Concern:

Apparently, the NRC wants additional information about my Nuclear Medicine
qualifications and CME.

| have been practicing diagnostic radiology and nuclear medicine since completion of
training at the University of Minnesota in 1976, | am board certified in both diagnostic
radiology and with : _ecial comipetence in nuclear radiology. | am clinical professor of
radiology at the University of South Dakota School of Medicine, medical director of
radiology and nuclear medicine and radiation safety officer at the Royal Johnson VA
Hospital in Sioux Falls. South Dakota. | also have priviieges in diagnostic radiology and
nuclear medicinc at Sioux Valley and McKennan Hospitals in Sioux Falls,

I 'am a Fellow of the American College of Radiology and member of the American
College of Nuclear Medicine and Society of Nuclear Medicine.

| average 150 hours of CME in nuclear medicine and diagnostic radiology annually and
have qualified for the AMA's Physician Recognition Award in CME for the past 20 years.
Recent nuclear medicine CME includes: Nuclear Radiology Syllabus of the ACR; Radiologic
Clinics of North America on Nuclear Medicine; ACR Syllabus on Radiation Biology and

Protection; nuclear medicine courses as part of national radiology meetings; and nuclear
medicine journals.

Please direct any questions to my office address or phone below.

— Sincerely,
0(/;":‘7 3 /\ 7/""-;’4 1 e N /""‘0 .
Lynn A. Henrickson, M.D.
1417 S. Minnesota Ave,
Sioux Falls, S.D. 57105
Tel: 605- 339 4185



TELEPHONE CONVERSATION RECORD

DATE: February 13, 1997
PARTICIPANTS: Diana Page

: REGION-IV
ORGANIZATION: VAMC. Sioux Falls, SD
40-16336-01 ARLINGTON, TEXAS

TELEPHONE NUMBER: 605-336-3230
SUBJECT: Notification - addition of AUs to license.
SUMMARY OF CONVERSATION:

Can not be dore b ~otification: Dr. Henricksen does not qualify because of
35.972 recentness i training (confirmed with HG): and Dr. Czarnecki does not
qualify for all of 35.300 material (35.932, use of [-131 for treatment of
hyperthyroidism). Action has been set up as an amendment. (OK because the VA
1s exempt from amendment fees.)

Ms. Page requested that we hold up on the partial approval for Dr. Czarnecki
until they send in the continuing education information for Dr. Henricksen.
She expects to fax this information by COB, Friday. February 14, 1997. She
also stated that they will not pursue authorization Dr. Czarnecki to use 1-131
for hyperthyoidism. It is sufficient to have him authorized for use of 1-131
for thyroid carcinoma.

ACTION REQUIRED: Wait for additional information then
complete action.

ACTION TAKEN:




From: Vivian Campbell

To: MCHi

Date: 01/23/97 1:49pm
Subject: VA Sioux Falls
Christi,

Friday, Dr. Lynn Henrickson telephoned to discuss why he wasn't added to the VA license.
While I was on the phone I thought he was talking about an amendment action. It wasn't until |
was off the phone that [ realized that this was the doctor that Dianna Page talked to you about. |
did not have time to call him back Friday and to be honest I forgot about it on Tuesday. Could
you call him back since you know more details? His number is 1-605-333-6815. If you have
problems, let me know.

TH.Z, Viv
35.3c0 - O however,

/
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DEPARTMENT OF VETERANS AFFAIRS
Medical Center
St Louis MO 63125

December 12, 1996 in Reply Refer To

U.S. Nuclear Regulatory Commission
Region IV

611 Ryan Plaza Drive, Suite 400
Arlington, TX 76011-8604

SUBJECT: NRC License No. 40-16336-01

The enclosed correspondence from the Sioux Falls, South Dakota VA Medical Center has been
received and is forwarded to your office for processing. If there are questions, please contact the
facility.

Please provide a copy of any correspondence relative to licensing actions for this Medical Center
to:

Department of Veterans Affairs
Health Physics Programs (115HP)
915 North Grand Blvd.

St. Louis, MO 63106

Sincerely,
,}//r)/// ‘,-,.i_"/ /4'81))1’_/"/,/

Francis K. Herbig
Health Physics Programs

4662789
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December 5, 1996

Center Director (438/115), VAMC, Sioux Falls, SD

Notification regarding NRC License No. 40-16336-01

Program Director, Nuclear Medicine Service (111E), Ann Harbor, MI

1. 1In accordance with 10 CFR 35.14 this is a memo of notification that:

a. Dr. Lynn Henrick.:n is permitted to use materials Jisted in 10 CFR
Part 35.300. Please add this to the license. Attached is a copy of his boa'd
certification.

b. Dr. Edward Czarnecki is permitted to use materials listed in 10 CFR
Parts 35.100, 35.200, 35.300, and 31.11. Attached is a copy of his preceptor
statement and board ~ertification. Please add him to the license.

2. For further information, please contact Diana Page in the Nuclear Medicine
Service at FTS 78¢-6690, extension 6478,

. )
W» [,4«27__
. VINCENT CRAWFO
Attachments:
Supplement A
Supplement B

Certifications for Czarnecki
Certification for Henricksen

VA FORM
MAR 1989 2105



EXHIBIT 2
SUPPLEMENT A

SUPPLEMENT

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

U.S. NUCLEAR REGULATORY COMMISSION

Edward John Czarnecki, M.D.

1. NAME OF PROPOSED AUTHORIZED USER OR RADIATION SAFETY OFFICER

2. FOR PHYSICIANS, STATE OR
TERRITORY WHERS LICENSED

South Dakota

3 CERTIFICATION

SPECIALTY BOARD
A

CATEGORY
B

MONTH AND YEAR CERTIFIED
c

American Board of
Radiology

Diagnostic Radiology

Jure, 1994

4. TRAINING RECEIVED IN BASIC FADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENCTH OF TRAINING
CLOCK MOURS IN| CLOCK HOURS OF
FIELD OF TRAINING LOCATION AND DATE (S) OF TRAINING LECTURE OR SUPEPYISED
. . LABORATORY ON-THE-JOB
EXPERIENCE
8. RADIATION PHYSICS AND
INSTRUMENTATION
t. RADIATION PROTECTION
c. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIOACTIVITY
d. RADIATION BIOLOGY
¢. RADIOPHANMACEUTICAL
CHEMISTRY
B. EXPERIENCE WITH RADIATION. (Actual use of Radloisotopes or Equivalent Experence)
ISOTOPE {mCi USED AT ONE TIME LOCATION CLOCK HOURS TYPE OF USE




EXHIBIT 3

SUPP EMENT B

SUPPLEMENT

" S NUCLEAR REGULATORY COMMISSION

4

PRECEPTOR STATEMENT

-

Suppiement 8 must be canplated by the aoplicant physicien’s ireceptor. |f more then one PrUCep fOC (8 NECRSIBCY (U dOcument
CXLOTISNCE, 00N & SO AT At STE LI L from ea,

1. PROPOSED PHYSICIAN USER'S NAME AND ADORESS

FULL NAME

Edward John Czarnecki, M.D.

STREET ADORESS
600 East 6lst

KEY TOCOLUMN C
PERSONALPARTICIPATION SHOULD CONBIBT OF:
1 Supervisad examination ol patients 1o determine the nuitebslity far

(3 0loto0e agnoeis snA/or tramtment and rec TYmencet o or
procribed gomogn, ‘

2Coilatorstion In doss coillbration and sctual sdministration of doss
10 the petmnt including caicuation of the radiation dose, reiated
MU ements and plotting of dete,

ciTY T STATE TZIP COOE | 3Acwauste period of (/aining 10 ¥rebie DAY MCian 10 Manege radiasctive
Sutients 3ng IS 0w petients RroUGh JagnOsil Nd/ST Ui of
5 treatment,
Sioux Falls SD 57108

2. CLINICAL TRAINING AND EXPE[IENCE OF ABOVE NAMED PHYSICIAN

NUMBER OF
CASES INVOLVING COMMENTS
ISOCTOPE | CONDITIONS DIAGNOSED OR TREATED PERSONAL (ASitionel inlamnetion or comments maey
PARTICIPATION B wBmiimd in Ruplicam on mperaw ees.)
A . c o
‘-./v\. Thyroid scan 75
e enle oy Thyroid uptake 110
X L rfusio

ung perfusion scan SEx

Xenon ventilation study
Aerosol ventilation scan 353
Renal flow scan 157
Brain scan a1
Liver/splaen scan a1
8one scan 1173
Gastroesophageal study 45
LeYeen shunt study 1
Crstogram bl

Qacryocys togram

f f ”
Cardiac perfusion scan 1129
Cardtac stress ventriculogram 11
Cardiac rest ventriculogram 129
Galllum scan 29

» 6
Leukocyte Scan 9
Hepatobiliary Scan 67
Adrenal Scan (MIBG/NP59) 7
b e

‘1 Liver Hamangioma Scan 12
Isotope Cystogram 64
| Peptide receptor Scan 2
Gastric Emptying Study 45

EXH-6




EXHIBIT 3

(Continued)

PROPOSED PHYSICIAN USER
Edward John Czarnecki, M.D.

PRECEPTOR STATEMENT (Continued)

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

TTRUMBER OF
CASES INVOLVING COMMENTS
ISOTOPE | CONDITIONS DIAGNOSED OR TREATED PEASONAL (Additianel intormetion or comment mey be
PARTICIPATION WO im0 duplicam on mpeete shewts )
A 8 [} n
P32 TREATMENT OF POLYCYTHEMIA VERA,
Sadle) | (FUKEMIA AND BONE ME TASTASES
~5 INTRACAVITARY TREATMENT
(Coim wdal)
TREATMENT OF THYROID CARCINOMA 3
[ i ]
TREATMENY OF HYPERTHYROIDIS 8 i
Au 198 INTRACAVITARY TREATMENT
Co60 INTERSTITIAL TREATMENT
or
Cs 13?7 INTRACAVITARY TREA TMENT
11125
e INTERSTITIAL TREATMENT
1r-192
Cotd
or TELETHE RAPY THE ATMENT
Cs 137
$r90 TREATMENT OF £ YE D15 ASE
| RADIOPHARMACEUTICAL PREPARATION
Mo 89/ | ol
R i 1 GENERATOR |
S 1
1n-113m l GENERATOR
Te99m | REAGENT KITS
'S
Qher
Co=57 In Vitro Studies i3
SR-89 Bone Metastases Therapy 3
Tc=99m Gl Bleed 44

LOCATION
Henry Ford Hospital 11-90-12-90
2799 W. Crand Blvd. 1-93-2-93

Detroit, MI 48202 10-93-11-93

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

DATES CLOCK HOURS OF EXPERIENCE
9-91-10-91
3-93-4-93 1040
6-6-94-6-24~9

Ta"*r' HE TRAINING AND EXPERIENCE INDICATED ABOVE
WAS OBTAINED UNDER THE SUPERVISION OF :

& NAME OF SUPERVISOR
Kastytis C. Karvelis, M.D.

[ ]
14 ‘ P 7
Y
(i

5 NAME OF (NST(TUTION
Henry Ford Hospital

 MAILING ADGRESS
2799 W. Grand Blvd.

1. PRECEPTOR'S NAME Plres type or pnnt \

Kastytis C. Karvelis, M.D.

STV U OATE
Detroit, MI 48202 8/26/96
4]
21-06109~-16
EXH-7
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