Y0ID SHEET

TC: ticense ree lManagement Erancn
FROM: ‘ /
SUBJECT: Y0IDED AFFLICATION

Control Mumger: ) j}ﬁ“ﬁﬂ

_WLW‘W 2is3 o)

late Yoicea: 54579/'77

Applicant:

sedson Tor Yeid:

YLy /L"C?éu(ﬁbi/(/ AN LA 172 g2

~LTEChmENT: N
Orficiai Recora Copy of
‘oided Acticn

FOR LFMB USE CNLY 20008(3
Final Review of YUID Complete&:
[ Refunc Authorized and processed ’
[] Ko Refund Cue
fi}// Fee Exemot or Fee iwot ReSuirec .
TSR T . Mtdo
i Log completed &g:/ )

TN

rocessed 07 ..



e  T9

M D / 507 Summit « Yankton, South Dakota « 57078-3899
H 6H .I | Phone 605/665-9371

professional care with a personal touch

15 January 1997
Jacqueline D Burks
Health Physicist O O
Nuclear Materials Licensing Branch U E© 1V T -
Nuclear Regulatory Commission P ey [,» I
Region 1V 'U |
611 Ryan Plaza Drive LL‘”23'997 '
Suite 400 ——
Arlington, Texas 76011-8064 L. REGIONIv

N ————————

Re License # 40-01683-01

Dear Ms Burks:

In response to your latest communication to us regarding our license amendment request
originally submitted on July 25, 1996 10 include Dr Fred Van Dis on our NRC license to use
material identified in 10 CFR 35.200 for nuclear cardiology procedures, we have decided to not
proceed any further with this particular amendment request. We have communicated to

Dr. Van Dis the additional steps he would need to complete to be in compliance with NRC
guidelines regarding nuclear cardiology procedures. When Dr. Van Dis has completed the
additional education required for someone to be authorized to use material identified in 10 CFR
35.200 we will file a new amendment request.

Thank you very much for your assistance during the past few months concerning this particular
amendment request.

Yours truly

__"/&Mk. ///} AR
Franklin E. Pope M A, RT (R)
Director of Radiology

cc: Dennis Sokol
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December 2, 1996

Sacred Heart Hospital

Department of Radioiogy

ATTN: Franklin Pope
Director of Radiology

501 Summit

Yankton, SD §7078-9967

SUBJECT: LICENSE AMENDMENT

We have reviewed your letter dated November 1, 1996, requesting an amendment to your
byproduct material license for use in nuclear medicine. Before further action can be taken,
we will need the following additional information.

1. Dr. Frederic J. Van Dis has satisfied the 200 hours of classroom and laboratory
training requirements specified in 10 CFR 35.920(b)(1).

However, documentation has not been provided to demonstrate that Dr. Van Dis
has satisfied the required 500 hours of supervised work experience described in 10
CFR 35.920(b)(2) or the reguired 500 hours of supervised clinical experience
specified in 10 CFR 35.920(b)(3). Clear documentation should be provided
regarding successful completion of the training and experience obtained in both the
supervised chinical and supervised work experience categories. Dr. Van Dis appears
to have less than the 1000 hours for the sum of both categories. If it is your intent
to demonstrate that the required 1000 hours of supervised work experience has
been satisfied along with the supervised clinical experience, you should ensure that
all subject matters and tasks in

10 CFR 35.920(b)(21 and 35.920(b)(3) have been addressed. Authorized users of
10 CFR 35.200 material must have compieted both supervised work and clinical
experience as follows:

© 500 hours of supervised work experience under the supervision of an
authorized user that includes the items outlined in §35.920(b)(2) [see the
following];

. Ordering, receiving, and urpacking radioactive materials safely and
performing the related radiation surveys.

° Calibrating dose calibrators and diagnostic instruments and performing
checks for proper operation of survey meters.

. Calculating and safely preparing patient dosages.

. Using administrative controls to prevent the misadiministration of
bypreduct material.
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. Using procedures to contain spilled byproduct material safely and
using proper decontamination procedures.

. Eluting technetium-99m from generator systems, measuring and
testing the eluate for molybdenum-99 and alumina contamination, and
processing the eluate with reagent kits to prepare technetium-99m
labeled radiopharmaceuticals; and

. 500 hours of supervised clinical experience under the supervision of an
authorized user that includes the items outlined in §35.920(b)(3) [see the
following]

. Examining patients and reviewing their case histories to determine
their suitability for radioisctope diagnosis, limitations, or
contraindications.

. Selecting the suitable radiopharmaceuticals and calculating and
measuring the dosages

. Administering dosages to patients and using syringe radiation shields.

. Collaborating with the authorized user in the interpretation of
radioisotope test results.

. Patient followup.

It is important that the licensee document that all required experience elements as

identified (as outlined above) in the applicable section of Subpart J have been met.
Until such documentation is provided to demonstrate how Dr. Van Dis satisfies

10 CFR 35.920(b)(2) and 10 CFR 35.920(b)(3), Dr. Van Dis can not be approved as
an authorized user for 10 CFR 35.200 materials.

Demonstrate how Dr. Van Dis’s qualifications satisfy these requirements using
Supplement B (Exhibit 3 of Regulatory Guide 10.8, Revision 2).
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If we do not receive a reply from you within 30 calendar days from the date of this letter,
we shall assume that you do not wish to pursue your application. Please reply in duplicate
and refer to the license, docket. and control number specified below. If you have
questions or require clarification on any of the informaticn stated above, we encourage you
to contact us at (817) 860-8132.

Sincerely,

Original Signed By
Jacque'ine D. Rurks

Jacqueline D. Burks
Health Physicist
Nuclear Materials Licensing Branch

License: 40-01683-01
Docket: 030-03235
Control: 466245

Enclosure:

1. 10 CFR Part 35
2. Supplement B
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DOCUMENT NAME: P:\DEFICIEN SACREDHRT.DEF

To receive a copy of this document, indicate in the box "C” - Copy without atachment/enciosure "E” - Copy with atachment/enclosure “N” - No Capy
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SA / 01 Summit « Yankton, South Dakota « 57078-3899
H éH " il [ l ‘ Phone 605/665-9371

pruh’.ummi/ care with a personal iouc k

Health Physicist
U.S. Nuclear Regulatory Commission

s rw 0
6Il'Ryan Plaza Drive, Suite 400

Nuclear Matenials Licensing Branch
Region IV

Arlington, Texas 76011 EGION IV ]

S T SE——

S B Sute I}B CEIVE

Re: Resubmission of documents needed for amendment
License # 40-01683-01
Docket # 030-03235
Control # 466158
Sacred Heart Hospital, Yankton, 5D

Dear Ms. Burks:

Gn July 24, 1996 Sacred Heart Hospital submitted a request to amend our NRC license. As part of this
amendment the following was requested:

“Includs Frederic J. Van Dis M.D. as an aut  .ized user to perform studies listed under
10 CFR Part 35100 and 35.200. Dr Van Dis is eligible to take the American College of
Cardiology Board Examination. Enclosed ¢ supplements A & B of Preceptor
Statement made 1n support of Dr. Van Dis by Dr. Jonathan White M.D . Ph. D"

In your reply of August 7. 1996 vou indicated that the documentation supplied in support of our request o
authorize Dr. Van Dis to use matenial identified in 10 CFR 35.200 was insufficient to grant our request at
that tme. Subsequent 1o receiving your correspondence we informed Dr. Van Dis of the additional
documentation needed. The RSO who submitted the preceptor statement for D Vaw Dis was contacted.
He has supplied us with a corrected preceptor statement. A copy of this statement is attached to this
correspondence.

Please accept this corrected preceptor statement tn support of our original request of July 24, 1996 for
authorization for Dr. Van Dis to use material identified in 10 CFR 35200 If you have any additional
questions, or if additional materials are needed for submission, please do not hesitate to contact me. | can
be reached at 605-668-8000.

Sincerely,

ovem———— "

— Y o
//" S . S A i 1('\
"~ Franklin Pope M A RT (R)

Director of Radiology
Sacred Heart Hospital

enc: Preceptor Statement for Dr. Van Dis
cc: Dennis Sokol - President. Sacred Heart Health Services
John Wells M.D_, Ph.D. - RSO, Sacred Heart Health Services

Spunsored by the Benedicine Sisters of Yanktor

L6245




EXHIBIT 2
SUPPLEMENT A

SUPPLEMENT U.S. NUCLEAR REGULATORY COMMISSI0ON

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NAME OF PROPOSED AUTHORIZED USER OR RADIATION SAFETY OFFICER 2. FOR PHYSICIANS, STATE OR

TERRITORY WHERS LICENSED

Frederic J. Van Dis MD South Dakota

3. _CERTIFICATION

.ICIALYV BOARD c.AT!.couv MONTH AND YEAR CERYIFIED
(4

American (otleqe of Cawlw‘oqy Board Eligible - cert. cxamy 11/97
American 'Boaﬂ\ of Tut. Medicine Scfﬁmbcr 986

4. TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

i TYPE AND LENGTH OF TRAINING

CLOCK HOURS N| CLOCK HOURS OF
FIELD OF TRAINING LOCATION AND DATE (S OF TRAINING LECTURE OR SUPERVISED
& . LABGRATORY ON-THE-JOB
EXPERIENCE
Mane Medical Center ‘
5. RADIATION PHYSICS AND leO &0
INSTRUMENTATION |/ 94 ~ ‘/96
b. RADIATION PROTECTION 20 200

c. MATHEMATICS PERTAINING TO ¢o
THE USE AND MEASUREMENT
OF RADIOCACTIVITY 20

8. RADIATION BIOLOGY 40 20

¢. RADIOPHARMACEUTICAL

CHEMISTRY J 20 20

8§ EXPERIENCE WITH RADIATION. [Actual use of Radioisotopes or Equivalent E xperience)

ISOTOPE |mC1 USED AT ONE TIME LOCATION CLOCK HOURS TYPE OF USE
Mane Medical Centrr ot
nu“w.m*‘ b Nuclear Medion 356 m:i'l: %““' -
De partimant
L] o - ostis scavdsol
SZS‘bMC“ ~lc " 350 D“msslo‘: yauniﬂ‘l
.l * 24 i s ch ch Cavdiac vm'lrmbrf‘y

scadmw\‘\
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EXHIBIT 3 (Continued)
PROPOSED PHYSICIAN USER
pom— om——
Fredevic 3. Vaw Dis mMD
PRECEPTOR STATEMENT (Continued)
2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Continved)
T NUMEER 5F
CASES INVOLVING COMMENTS
ISOTOPE | CONDITIONS DIAGNOSED OR TREATED PERSONAL (A adiiion e infarmenon & commena may be
PARTICIPATION O tBd in RPlicaw on mparaty shew . )
A 8 c "
P.32 TREATMENT OF POLYCYTHEMIA VERA,
1S ans b | LEUKEMIA AND BONE METASTASES
~= INTRACAVITARY TREATMENT
(Colto tel)
TREATMENT OF THYRQID CARCINOMA
IR} |
TREATMENT OF HYPERTHYROIDIS!
Au-198 | INTRACAVITARY TREATMENT
Co6d INTERSTITIAL TREATMENT
or
Cr1? INTRACAVITARY TREA TMENT
138
o INTERSTITIAL TREATMENT
11.192 1
or TELETHE RAPY TREATMENT 'l :
Cs 127 \Lg
590 TREATMENT OF € YE DISEASE
RADIOPHARMACEUTICAL PREPARATION
Moo | GeneraToRm 30
Sy
In113m | GENERATOR
Te99m | REAGENT KITS 30
Other

3 DATES AND TOTAL NUMBER OF HOURS AECEIVED IN
LOCATION

Mame Medical Center

Portland . Main &

/94 ¢/9e

CLINICA L RADICISOTOPE TRAINING
DATES CLOCK HOURS OF EXPERIENCE

700

4 THE TRAINING AND EXPERIENCE INDICATED ABOVE

WAS OBTAINED UNDER THE SUPERVISION OF:

& NAME OF SUPERVISON

Jonathon Wi ub, PuD; Joe Blian
v

. LING ADDRESS
a 3‘55 . ' I "'_M 0. DATE

Towiw (. Wil wd Pi)

B, MATEATALS (TCERSE NUMBERTS

-23- 9.

EVvu.?




EXHIBIT 3
SUPPLEMENT B

SUPPLEMENT U. S NUCLEAR REGULATORY COMMISSION ‘

PRECEPTOR STATEMENT

Supolement 8 must be completed by the appiicant physician's preceptor. [f more than ane precep tor is necessary o document
EXPOrINCE, OOIN & BOOrE Statement from esch.
1. PROPOSED PHYSICIAN USER'S NAME AND ADDRESS KEY TOCOLUMN C
g PERSONAL PARTICIPATION SHOULD CONBIST OF :
1 Supervised examination of patients to dnerming the sultebility for

Ffdeflﬁ 3- V‘n D'S Mp :‘mmm"mmmmmunmm
STAELT ADDRESS

2Colleboration in doss celibretion and sctual saministration of doe

2% Sf 10 the petwnt ingluding caiculation of the redintion dose, related
' | 04 w s 8 % messurements and plotting of deta,
ey TETATE 2% CODE J-Adequste period of training 10 enabis physcian 10 manege ediaect ive

patients and 10liow petents thiough disgnovs snd/or courwe of

Y‘”khn 5 570 78 traament,

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN
NUMBER OF

CASES INVOLVING COMMENTS
ISOTOPE | CONDITIONS DIAGNOSED OR TREATED PERSONAL (Aaditionel infommation o comments mey
PARTICIPATION B sleni WD i Guplicam On mpersi hee . )
A [ c (-]

Thyroid scan

Thyroid uptake

Lung perfusion scan
Xenon ventilation study ‘
Aerosol ventilation scan

Renal flow scan

Brain scan

Liver/spleen scan

Bone scan

Gastroesophageal study

LeVeen shunt study

Cystogram
N Dacryocystogram
‘ Cardiac perfusion scan. :5 z
\\-\‘" !,\/- Cardiac stress ventriculogram K|
P
& \ Cardiac rest ventriculogram >3J o
o] Gallium scan

EXH-6




