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{ ] 501 Summit . Yankton, South Dakota . 57078-3899

Phone 605/665-9371
HEART + Hosp.tali

. praksswnal care n uh a personal touc h

15 January 1997

'

Jacqueline D. Burks
IIcalth Physicist

'_@[;j@gg g ,1Nuclear Materials Licensing Branch
kNuclear Regulatory Commission i

Region IV { 23E 6611 Ryan Plaza Drive
-

iSuite 400
Arlington, Texas 76011-8064 REGION W

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 to 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,
n s

f/ Wl,MHi
Franklin E. Pope M. A., R.T. (R)
Director of Radiology

cc: Dennis Sokol

Sponw> red by the BenedKline sisters of vankton

_



1. ,,

. .

>n 8Ecg UNITED STATES

/ t NUCLEAR REGULATORY COMMISSION !
R EGloN IV;

O
611 RYAN PLAZA drive. sulTE 400

%....*/ AR LINGToN, TEXAS 76011-8064

December 2,1996

Sacred Heart Hospital
Department of Radiology
ATTN: Franklin Pope

Director of Radiology
501 Summit
Yankton, SD 57078-9967

SUBJECT: LICENSE AMENDMENT

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

1

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 exoerience described in 10
CFR 35.920(b)(2)or the required 500 hours of suoervised clinical exoerience
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 clinical 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
aH 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 completed 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 135.920(b)(2)[see the
following];

>

Ordering, receiving, and unpacking 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 misadministration of*

byproduct material.



* *

. .

Sacred Heart Hospital -2-

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 135.920(b)(3)(see the
following]

Examining patients and reviewing their case histories to determine*

their suitability for radioisotope 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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Sacred Heart Hospital -3-
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i

,

|
1

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 information stated above, we encourage you
to contact us at (817) 860-8132.

|

Sincerely,
1

Original Signed By'
Jacque!ine D. Burks

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

|

|

|

I

_ __ -. _ - _ _ - - _ _ __. .-. _ _ _ _ . _ _ _ _ . _
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Sacred Heart Hospital -4-
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|

DOCUMENT N AME: P:WEFICH3"SACREDHRT.DEF

To receive a copy of this document, indicate in the bos "C" - Copy without attachment / enclosure "E" - Copy with attachment / enclosure 'N' - No Copy

RIV:NMLB N

JDBurks(Mu/d(n
i 12/4/9d
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{ {{ 501 Summit . Yankton, South Dakota . 57078-3899
pm Phone 605/665-9371

'

HEART + Hospital
.

1 . . professional care with a personal rouch

i

i
2 -

I November,19%

! Jr.cqueline D. Burks "0ggggggm'

! Health Physicist

! - U.S. Nuclear Regulatory Commission A

: Nuclear Materials Licensing Branch gy ~ -[ |gg6 .

",,,

611 Ryan Plaza Drive, Suite 400.

Region IV

|
Arlington, Texas 76011 REGION 1V

| Re: Resubmission of documents needed for amendment
License # 40-01683-01 :

; - Docket # 030-03235
i Control # 466158

| Sacred Heart Hospital, Yankton, SD
.

! Dear Ms. Burks:

1 On July 24,1996 Sacred Hean Hospital submitted a request to amend our NRC license. As pan of this
amendment the following was requested

4

d'

! " Include Frederic J. Van Dis M.D. as an aut .ized user to perform studies listed under
i 10 CFR Part 35.100 and 35.200. Dr Van Dis is eligible to take the American College of '

i Cardiology Board Examination. Enclosed de supplements A & B of Preceptor

i Statement made in 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 to j,

j authorize Dr. Van Dis to use material identified in 10 CFR 35.200 was insufficient to grant our request at
!

'

that time. Subsequent to receiving your correspondence we informed Dr. Van Dis of the additional j
'

documentation rwwhi The RSO who submitted the preceptor statement for Dr. Van Dis was contacted.
1 He has supplied us with a corrected preceptor statement. A copy of this statement is attached to this

correspondence.;

i
i

i Please accept this corrected preceptor statement in support of our original request of July 24,1996 for :

{ authorization for Dr. Van Dis to use material identified in 10 CFR 35.200. If you have any additional !

i questions, or if additional materials are needed for submission, please do not hesitate to contact me. I can ;

j be reached at 605 668-8000. j
i

j Sincerely, j

f /hQ \
Franklin Pope M.A., R.T. (R)
Director of Radiology
Sacred Heart Hospital

ene: Preceptor Statement for Dr. Van Dis

cc Dennis Sokol- Presulent, Sacred Heart Health Senices
John Wells M.D., Ph.D. - RSO, Sacred Heart Health Senices

i

Sponered by the Benedictme 5 sters of Yankton
'

*
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EXHIBIT 2
'

SUPPLEMENT A

SUPP LEMEN T
U.S. NUCLE AR REGULATORY COMMISSION

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NA|iE OF PROPOSED AUTHORIZED USER OR RA0!ATION SAFETY OFFICER 2. FOR Pilf SICIAttS. STATE OR
TERRITORY WHERE LICEttSED

ff dd f(C, AVI DIS MD SogMhofq*

3. CE RTIFICATION
{

GPECIALTY 80ARD CATEGORY MON TH AND YE AR CE RTIFIE D
A B C

heerscan lotVoyc 0lavdl ology Board Els9e ble cerf. cxaw ll/97,

MsAs en nt. \f nelftL An O Q ff O n
Sa g ,, 9 ,. , e> y a

.

4 TRAINING RECEIVED IN BASIC RADIOtSOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TR AINING

CLOCK HOURS IN CLOCK HOURS OF
FIELD OF TRAINING LOCATION AND D ATE (S) OF TRAINING LECTURE OR SUPERVISEDA a LABCRATORY ON-THE-JOB

EXPERIENCE

MGlD1C.N4 MICA |(fHI'CV"
e. R ADI ATION PHYSICS ANO

INSTRUMENTATION I 94 * 9h I

D. RAOlATION PROTECTION 1 100

.. .

c. MATHEMATICS PERTAINING TO
THE USE AND ME ASUREMENT GO zoOF R ADIOACTIVITY

G. RAOI ATION stOLOGY ND 2,,O

''$s"$s"Tnv 20 2. O
"*""*'#'^'

i. EXPERIENCE WITH RADIAT10N. (Actualuse of Rsdioisctoper or Equivalent Esperiencs)

!$0 TOPE mCt USED AT ONE TIME LOCATION CLOCK HOURS TYPE OF USE

2a8 INC
do 3kt, Wif 0CdFMLA ITfullians 3 N ute.< AcJ.or " 3 ro p,u,;,, y , ,, ,,5

ikpartwt I

Dua9Aastin,yo ca do= \- v-S, nadi, - 'c " 3) o c. .,; qg< r s,on s
3 a 24 |. ,4a c,,.Jiupn1rscw%fy_ , , _ , _

sc.oniq
EXH-5
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EXHIBIT 3 (Continuud)
:

! ^
PROPOSED PHYSICIAN USER

(b wedte nc., d. YA n L/is Mh.- -

4

|
PRECEPTOR STATEMENT (Continued)

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN /Castinued/
j NUMBER OF

CASE S INVOLVING COMMENTS'
ISOTOPE CONQlTIONS DIAGNOSED OR TRE ATED PE ASON AL MhmW sa fonnabee r carnmen a asey be"

PARTICIPATION subnutent sn Anotiese en senaren shee m)
A B C D

P.32 TREATMENT OF POLYCYTHEMIA VERA,
j ISw6er) LEUKEMIA. AO SONE METASTASES

'" ^ ^ Y ^IC led *Il

$ TRE ATMENT OF THY RolO CA.RCINOMA
i.i J i

TREATMENT OF HYPERTHYROIDiSti

Av.198 INTR ACAVITARY TREATMENT

C o60 INTE RSTITI AL TR E ATMENT
or

C6137 INTRACAVITARY TREATMENT

INTERSTITI AL TRE ATMENT
p r.19 2

_-
r TELETHE RAPY TRE ATMENT F

S# 90 TRE ATMENT OF EYE DISE ASE I

RADIOPH ARMACEUTICAL PREPAR A TION }
f,*[ CENERATOR $Q I

GENERATOR REGION, _

Te99m REAGENT K6TS $Q '

'Osher

i
3. DATES AND TOTAL NUMBER OF HOURS HECEIVEDIN CLINICAL RADICISOTOPE TRAINING

'

LOCATION DATES CLOCK HOURS OF EXPERIENCE

iN-' 700ICA| Ce erA li4 (, C

orIkA,Wd 4 i M (, #
g

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE 5. PRECEPTOR 3 SIGN ATURE

WAS OBTAINED UNDER THE SUPERVISION OF: 1 *

a NAus os surenvisoR \ s x
Cone OM M ik M,& D,' M hiantd$k i d N2

h Aus OP 6N8TITUTION I i 7 RECEPTOR'S NAME Paras [ypd ' ' " '

M AlHf, MCMIMI bdf -

'
i

INATN/h)[. WMMM' M'% "I m:_ o4ins

at C4 TY { E. DATE '

E. MATE RI ALE LIGEN5E NUMBER (S) - ,

C V u. "?
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1EXHIBIT 3
1

SUPPLEMENT B
I

SUPPLEMENT U. S. NUCLEAR REGULATORY COMMIS$10N )

PRECEPTOR STATEMENT

Supolement 8 must be completed by sne eplicantphysician's preceptor. if snore snm crse preceptor is neconsory to document i
exponence obtain a snoarese stasement frtun endt. |

1. PROPOSED PHYSICIAN USER'S NAME AND ADDRESS KEY TO COLUMN C
PE RSON AL PARTICIPATION SHOULO CON 8tST OF )PULLNAME .

14ucervloed enem6netten of patients to determine the suitebilary f or |

Freacnc. J A Ns MD ; = :o* : '" -" -" - --- '-
-

5TmekT ADDmts8 240Roboration in does epiltration and actual edeninistration of done
% to the poteent includng ce4culation of the redist6on dose,reisted

|| rnessurements and p60tt6ng of date.*
,

El T v ~ | STATE | a6P Coog Mdequate period of train 6ng to onetsie phveicien to meness redicactive i
'

poteents and follow patients through disposis endlor course oft ,

yewkfon sp 57o78 -t-nt.

*
2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICI AN

NUMSER OF
CASES INv0LVINO CceanaENTS ;

ISOTOPE CONDITIONS DI AGNO$ED OR TRE ATED PE RSON AL (Adestsenet satormerest er comment #ney i

PAR TICIPATION be euemites en Asp / ices on seperam shees.1 ;

A B C D

- sj Thyroid scan -

I8, s ' Thyroiduhtake
'

,
Lung perfusion scan*

I.,.$ Xenon ventilation studyI; ''
,

Aerosol ventilation scan

);N Renal flow scan
.. W-v - Brain scan
...

Liver / spleen scan

/, Bone scan

'.y . '.9' Gastroesophageal study

.f ,

Leveen shunt study

/;. Cystogram
, f,

.. v.
V5Y Dacryocys togram

[ ~. ' Cardiac perfusion scan, 352,

f..
Cardiac stress ventriculogram 3' '

,

Cardiac rest vent.riculogram 2 ( C)*

Gallium scan-
s

. ,

4
EXH-6
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