
Ball Memorial Hospital, Inc. @ 
United States Nuclear Regulatory Commission 
Region I11 
2443 Warrenville Road 
Lisle, IL 60532-4352 

April 10,2007 

Re: USNRC Materials License No. 13-00951-03 

Dear Sir or Madam, 

I am re-submitting a request that Nathan M. Strabala, MD be added to our license for 1 OCFR 
35.100,200 and 300 materials uses. Pursuant to a NRC letter of November 30,2006 denying the previous 
request, I have reviewed 10 CFR 35.290, as well as the list of approved medical specialty boards presented 
on the NRC’s website. 

Please note that Specialty Board($) Certification Recognized by NRC Under 10 CFR Part 35 as 
listed at h~://www.nrc.gov/materials/miau/med-use-tool~~sRec-board-ce~.h~ includes the American 
Board of Radiology (ABR) certification process from June 2006 forward for the Diagnostic Radiology 
certificates issued before and after that date with the words “AU eligible” appearing above the ABR seal. I 
have included a letter from the American Board of Radiology to Dr. Strabala granting hls certification in 
June 2006 and indicating he has the AU eligible designation on his certificate as per this process. Also 
included are forms 3 13A (AUD) with an attachedpreceptor attestation form documenting 1-13 1 therapy 
experience for quantities equal to or below 33 mCi. In addition, 313A (AUT) is enclosed indicating Dr. 
Strabala’s supervised preceptorship for cases above 33 mCi. 

The institution’s Radiation Safety Committee has approved these requests. 

If you have any questions, please feel free to contact me at 765-747-4440 

Sinc%rely, 

%E. Foster, MS 
Radiation Safety Officy’”-) 

CHS Cancer Service Line 

Enclosures: 3 

cc: Radiation Safety Committee File RECEIVED APR 1 6 2007 

2401 W. University Ave. Muncie, IN 47303-3499 (765) 747-31 11 
Cardinal Health System. The Best Is Right Here. 
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FORM 313A (AUD) U.S. NUCLEAR REQULATORY COMMISSION 
06) 

AUTHORIZED USER TRAINING AN0 EXPERIENCE 
AND PRECEPTOR AlTESTATlON 

(for uses defined under 35.1 00, 35.200, and 35.500) 
[ I O  CFR 35.1 90, 35.290, and 35.5901 

APPROVED BY OMB: NO. 3160012 
EXPIRES: 10/31R008 

A 7 j d  ,n 5 7Rv?BA&.hD 1 'Slv 1 3 1  ffflr"r 
quested Authorization(s) (check all that apply) ' 

ne of Proposed Authorized User 

$5,100 Uptake, dilution, and excretion studies 
/ 
35.200 Imaging and localization studies 

35.500 Sealed sources for diagnosis (specify device ) 

State or Territory Where Licensed 

PART I - TRAINING AND EXPERIENCE 
(Select one of the three methods below) 

Location of ExperienceILicense or Clock 
Description of Experience Permit Number of Facility Hours 

,- -- - 

Training and Experience, including board certification, must have been obtainedwithin the 7 years preceding 
the date of application or the individual must have obtained related continuing education and experience since 
the required training and experience was completed. Provide dates, duration, and description of continuing 
education and experience related to the uses checked above. 

Dates of 
Experience. 

<Board Certification 

a. Provide a copy of the board certification. 

b. If using only 35.500 materials. stop here. If using 35.100 and 35.200 materials. skip to and complete Part I I  
Preceptor Attestation. 

] 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization 

a Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement 
~~ 

-. . - 

State requirements seeking authorization for 35.290. 

Eluting generator systems 
appropriate for the preparation of 
radioactive drugs for imaging and 
localization studies, measuring and 
testing the eluate for radionuclidic 
purity, and processing the eluate 
with reagent kits to prepare labeled 
radioactive drugs 

Total Hours of Experience: 

Supervising Individual i LicenselPermit Number listing supervising individual as an 
i authorized user 

Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply). 

0 35.290 0 35.390 + generator experience in 32.290(c)(l)(ii)(G) 

I 
PAGE 1 PRINTED ON RECYCLED PAPER WC FORM 313A (AUD) (102006) 



RC FORM 313A (AUD) 
!-2M)6) 

US. NUCLEAR REOULATORY COMMlSSlOl 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

] 3. Trainina and Experience for ProDosed Authorized User 

a. Classroom and Laboratory Training. 
~ 

Description of Training 

Radiation physics and 
instrumentation 

Radiation protection 

Mathematics pertaining to the use 
and measurement of radioactivity 

Chemistry of byproduct material 
for medical use (not required for 
35.590) 

Radiation biology 

Location of Training Clock 
Hours 

Dates of 
Training* 

Total H o u r s  of Training: 

b. Supervised Work Experience (completion of this table is not required for 35.590). 
( I f  more than one supervising individual is necessary to document supervised wcrk experience. 
provide multiple copies ofthis section.) 

I Description of Experience 

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

Performing quality control 
procedures on instruments used to 
determine the activity of dosages 
and performing checks for proper 
operation of survey meters 

Calculating, measuring, and safely 
preparing patient or human research 
subject dosages 

I 

Location of ExperiencelLicense or 
Permit Number of Facility 

Clock Dates of 



IRC FORM 313A (AUD) 
CGm) 

U.S. NUCLEAR REGULATORY COMMlSSlOl 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Device 

3. Trainino and ExDerience for Promsed Authorized User (continued) 

b. Supervised Work Experience. (continued) 

Type of Training Location and Dates 

Description of Experience 

Jsing administrative controls to 
xevent a medical event involving the 
s e  of unsealed byproduct material 

dsing procedures to contain spilled 
Dyproduct material safely and using 
proper decontamination procedures 

4dministering dosages of radioactive 
jrugs to patients or human research 
subjects 

Eluting generator systems appropriatf 
for the preparation of radioactive 
drugs for imaging and localization 
studies, measuring and testing the 
eluate for radionuclidic purity, and 
processing the eluate with reagent 
kits to prepare labeled radioactive 
drugs 

Location of ExperiencelLicense or 
Permit Number of Faciltty 

Total Hours of Experience: 

Clock Dates of 

T ---+--- 

Supervising Individual i LicsnselPermit Number listing supervising individual as an 
i authorized user 

Supervisor meets the requirements below, or equivalent Agreement State requirements (check one). 

35.190 0 35.290 0 35.390 0 35.390 + generator experience in 35.290(c)(l)(ii)(G) 



IRC FORM 313A (AUD) 
&:ow) 

U.S. NUCLEAR REQULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

PART II - PRECEPTOR ATTESTATION 

Sote: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising 
individual as long as the preceptor provides, directs, or verifies training and experience required If more than 
one preceptor is necessary to document experience, obtain a separate preceptor statement from each. (Not 
required to meet training requirements in 35.590) 

'irst Section 
:heck one of the followinn for each use requested: 

For 35.190 

Board Certification 

ml attest that flflIflfL( M , \rm@#J- has satisfactorily completed the requirements in 
Name Ot Proposed Authorued User 

10 CFR 35.190(a)(l) and has achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100. 

OR 
Training and Experience 

I attest that 

experience, including a minimum of 8 hours of classroom and laboratory training required by 10 CFR 
35.190(c)( 1 ), and has achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100. 

has satisfactorily completed the 60 hours of training and 
Name of Proposed Authorized User 

For 35.290 

Board Certification 

El attest that ~&,7w -M ,v&,&Lfi has satisfactorily completed the requirements in 
Name of Proposed Authorzed User 

10 CFR 35.290(a)(l) and has achieved a level of competency sufficient to function independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200. 

OR 
Trainina and Experience 

[7 I attest that has satisfactorily completed the 700 hours of training 

and experience. including a minimum of 80 hours of classroom and laboratory training, required by 10 
CFR 35.29O(c)( 1). and has achieved a level of competency sufficient to fundion independently as an 
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200. 

__  
Name of Proposed Authorized User 

iecond Section 
:ornplete the following for preceptor attestation and signature: 

I meet the requirements below, or equivalent Agreement State requirements. as an authorized user for: 

0 35.190 0 35.290 0 35.390 + generator experience 

d 



Form A 

American Board of Radiolorn - Proeram Director Attestation 

COMPLIANCE WITH NRC TRAINING AND EXPERIENCE REQUIREMENTS 

More information can be found at the following link: 
http://www.nrc.qov/readina-rm ldoc-collectionslcfr/pa~O35/~art035-0290. html 

YES NO 

By the time o f t h e  A B R  oral examination, this applicant will have succcssfblly complcled the hours of 
raining and experience as outlined in I O  CFR 35.290 and 35.392 ............................................. 

Thisapplicant has rakenpm h 2  3 casesoforal adminismation oil-131 lherapy ( < 3 j m C i )  . . . . . . . . . . . . .  

The resident's logbook of these therapy experiences (date, dose, and preceptor) is attached ............... 

T h e  work and experience cited above for 6 35.29@ was obtained under the supervision of an 
Authorized User (AU) who meets the requirernenls under rclcvanr sections of 5 35.290 or equivaltm Il-t-0 Agreement State requirements. .......................................................................................................... 

T h e  work and experience cited above for 8 35.392 was obtained under the supervision of an 
Auihorized User (AU) who m e c u  the requiremenls under $4 35.390, 35.392 or 35.394 or 
equivalent Agreement Stale requirements.. ........................................................................ 

[Print Name) (Signarure) 

http://www.nrc.qov/readina-rm


- .  
Form B 

1-131 Therauv Experience 

- Date Dose Administered Preceptor ( A m  Print & Sign Name 

Print Name 

Sign Name- 
%.‘\’)LA @- 



RC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION 
OlOC6 I 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 
(for uses defined under 35.300) 

[ l o  CFR 35.390, 35.392, 35.394, and 35.3961 

lame of Proposed Authorized User 1 State or Territory Where Licensed 

APPROVED BY OMB: NO. 3150-012 
EXPIRES: 10/3K?000 

!equested Authorization(s) (check a// that apply): 

[l 35.300 Use of unsealed byproduct material for which a written directive is required 

OR 

n 35.300 Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to 
1.22 gigabecquerels (33 millicuries) 

m35 .300  Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22 
gigabecquerels (33 millicuries) 

.. . 35.300 Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less 
than 150 keV for which a written directive is required 

[ 35.300 Parenteral administration of any other radionuclide for which a written diredwe is required 

PART I --TRAINING AND EXPERIENCE 
(Select one of the three methods below) 

-raining and Experience, including board certification, must have been obtained within the 7 years preceding the date of 
ipplication or the individual must have related continuing education and experience since the required training and 
bxperience was completed. Provide dates. duration. and description of continung education and experience related to 
he uses checked above. 

$1. Board Certification 

a. Provide a copy of the board certification 

b. For 35.390. provide documentation on supervised clinical case experience. Thetable in section 3.c. may 
be used to document this experience. 

c. For 35.396, provide documentation on classroom and laboratory training. supervised work experience. 
and supervised clinical case experience. The tables in sections 3.a., 3.b.. and 3.c. may be used to 
document this experience. 

d. Skip to and complete Part II Preceptor Attestation. 

~~ ] 2. Current 35.300.35.400. or 35.600 Authorized User Seekina Additional AuthorizaCon 

under the requirements below or 
~. - .___-___- 

a. Authorized User on Materials License 
equivalent Agreement State requirements (check a// that apply): 

35.390 [? 35.392 3 35.394 r] 35.490 3 35.690 

b. If currently authorized for a subset of clinical uses under 35.300. provide documentation on additional 
required supervised case experience. The table in section 3.c. may be used to document this 
experience. Also provide completed Part II Preceptor Attestation. 

c. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396. provide 
documentation on classroom and laboratory training, supervised work experience, and supervised clinical 
case experience. The tables in sections 3.a.. 3.b., and 3.c. may be used to document this experience. 
Also provide completed Part II Preceptor Attestation. 

PAGE PRINTEC ON RECYCLED PAPER IRC FORM 3 1 s  (AUT) (IC-2006) 



NRC FORM 313A (AUT) 
[llX%! 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

-_ I -A - 
Ordering. receiving. and I 
unpacking radioactwe materials 
safely and performing the 
/related radiation surveys 

I - 

i--- 

3. Traininq and Exmrience for Prowsed Authorized User 
a. Classroom and Laboratory Training 3 35.390 35.392 35.394 13 35.396 
7 . - ~ - _ _ _ _ _  

Description of Training 
~ - ~ _  - __ 

Radiation physics and 
!instrumentation 

, Radiation protection 

_ _____ 

1 Mathematics pertaining to the 
use and measurement of 
radioactrvity 

I 
'Chemistry of byproduct 
1 material for medical use 

1 Radiation biology 

Location of Training 
Clock Dates of 1 Hours I Training' 1 

Total Hours of Training: 
- I b Supervised Work Experience 35 390 n 35392 35 394 

I If more than one supervising individual is necessary lo document supervised tr;vnmg. provide multiple copies 
of this page. I ~ ~~... .... L .... 

Location of ExperiencelLicense or Clock Dates of 
Description of Experience Permit Number of Facility 1 Hours 1 Experience' 

1 Performing quality control 
procedures on instruments i 
used to determine the activity 

checks for proper operation of 
of dosages and performing 

survey meters 
____- _ _ -  c _ _ _  

I 
I 

 calculating, measuring. and 
1 safely preparing patient or 

dosages 

prevent a medical event 
involving the use of unsealed 

~ byproduct material 

human research subject I 

, 
1 _.~__~__ 

Using procedures to contain 
spilled by product material 

and using proper 
procedures 
-___i___ 

I I 

I 
t 

I I Total Hours of Supervised Work Experience: I 



IRC FORM 313A (AUT) 
~ i - y c ' ; .  

U.S. NUCLEAR REGULATORY COMMlSSlOF 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

3. Trainina and Exmrience for Proposed Authorized User (continued) 

b Supervised Work Experience (continued) 

' Supervislng Individual License/Permit Number listing supervising individual as an 
authorized user 

Supervising individual meets the requirements below, or equivalent Agreement State requirements (cbeck all that 
apply)**: 

-. 35.390 With experience administering dosages of: 

__ Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 

[.j Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) 
Ill Parenteral administration of beta-emitter. or photon-emitting radionuclide with a photon 

gigabecquerels (33 millicuries) ~~:~~~ -- 

35.396 

energy less than 150 keV requiring a wrtten directive is required 
Parenteral administration of any other radionuclide requiring a written directive 

+. Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the individual 
requestmg authorlzed user status 

- -  ~- _- - ~- 

c Supervised Clinical Case Experience 
I f  more rhan one supervismg mdiwdual IS necessary to document supervised work experience provide 
multiple copies of this page 

Number of Cases 

Participation 
, Description of 
I 

~ 

Oral administration of sodium 
iodide 1-1 31 requiring a written 
directive in quantities less than 
or equal to 1 22 gigabecquerels 
(33 millicuries) 

Location of ExperiencelLicense or Permit 1 Dates of 
Number of Facility Experience* 

Parenteral administration of 
any beta-emitter. or 
photon-emitting radionuclide 
with a photon energy less than 
150 keV for which a written 
directive is required 

-~ ~~~ -~ ~ ~~~ 

Parenteral adminstration of any 
other radionuclide for which a 
written directive is required i I 



RC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMlSSlOl 
l-2ocK 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

3. Trainina and ExDerience for Proposed Authorized User (continued) 

c. Supervised Clinical Case Experience (continued) 

p r v i s i n g  Individual LicenselPermlt Number Iis6ng supervistng individual as an 
authorized user 

/ 3 - 0 0 w -  0 3  
I 
Supervising individual meets the requirements below, or equivalent Agreement State requirements (check all that 
apply) * : 

1- 35.390 ;z 35.392 

'I' 35'396 ' 0 Parenteral administration of beta-emitter. or photon-emitting radionuclide with a photon 

I 
i L.- 

With experience administering dosages of: 

Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 
gigabecquerels (33 millicuries) m 3 5 . 3 9 4  ; E Oral Nal-I 31 in quantities greater than 1.22 gigabecquerels (33 millicuries) 

energy less than 150 keV requiring a written directive is required 
Parenteral administration of any other radionuclide requiring a written directke 

* *  Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the individual 
requesting authorized user status. I .~~ ~ ~~ ~ ~~~~ ~~~~~~~~. . - ~ ~ ~ ~ . ~~ ~ ~ ~~ 

d. Provide completed Part II Preceptor Attestation. 

PART II - PRECEPTOR ATTESTATION 

lote: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising 
individual as long as the preceptor provides. directs, or verifies training and experience required. If more than 
one preceptor is necessary to document experience, obtain a separate preceptor statement from each. 

i rs t Sect ion 
:heck one of the following for each requested authorization: 

For 35.390: 

Board Certification 

*that flfl7j&/ g g f l f i &  0 has satisfactorily completed the training and experience 
N a m e d  Proposed Authorzed User 

requirements in 35.390(a)(I) 

OR 

Trainina and Experience 

has satisfactorily completed the 700 hours of training 
~ ______ rl] I attest that 

Name of Proposed Authorized User 

and experience, including a minimum of 200 hours of classroom and laboratory training. as required by 
1 0 CFR 35.390 (b)( 1 ). 



NRC FORM 313A (AUT) 
(1W20061 

US. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

I n Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 , gigabecquerels (33 millicuries) 
I 

@Oral Nal-I 31 in quantities greater than 1.22 gigabecquerels (33 millicuries) 

Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon 
energy less than 150 keV requiring a written directive is required 

c] Parenteral administration of any other radionuclide requiring a written directke 

- 

First Section (continued) 

I For 35.392 (Identical Attestation Statement Rwardless of Training and Experience Pathway): 

has satisfactorily completed the 80 hours of classroom 
.. _ ~ ~ _ ~  ~~~ ....... ~~ ___ fl I attest that 

Name d Proposed Authorued User 

and laboratory training. as required by 10 CFR 35.392( c)( 1 ), and the supervised work and clinical case 
experience required in 35.392(~)(2). 

I 
I For 35.394 (Identical Attestation Statement Reaardless of Trainina and Experience Pathwav): 

I I attest that has satisfactorily completed the 80 hours of classroom 
Name of Pmposed Authorized Usec 

and laboratory training, as required by 10 CFR 35.394 (c)( l ) .  and the supervised work and clinical case 
experience required in 35.394(~)(2). 

m 1 m m 1 ~ m m 1 m m ~ m ~ ~ m ~ m ~ 1 ~ m m ~ ~ ~ ~ ~ ~ m ~ m m 1 m m 1 m m ~ m m 1 m ~ ~ m m ~ m ~ m 1 m m m m m ~ m  t Second Section 

attest that b/fiT~d 4 srn~ MLG\ has satisfactorily completed the required clinical case 
A ____ 

Name of Proposed Authorized User I 

I Thirdsection 

[& attest that /1/A7)#Ar/ /21 gflfi DAH has satisfactorily achieved a level of competency to 
N a m e d  Proposed Authorlzed User I 

function independently as an authorized user for: 

n Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 

&Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) 

'1 - Parenteral administration of beta-emitter. or photon-emitting radionuclide with a photon 

n Parenteral administration of any other radionuclide requiring a written directwe 

I 
gigabecquerels (33 millicuries) 

energy less than 150 keV requiring a written directive is required 



RC FORM 313A (AUT) US. NUCLEAR REGULATORY COMMISSION 
k 2 m r  

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

ourth Section 

For 35.396: 

Current 35.490 or 35.690 authorized user: 

' I attest that is an authorized user under 10 CFR 35.490 or 35.690 7- 

.~ - 
Name of Proposed Authorlzed User 

or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and 
laboratory training, as required by 10 CFR 35.396 (d)(l) ,  and the supervised work and clinical case 
experience required by 35.396(d)(2j. and has achieved a level of competency sufficient to function 
independently as an authorized user for: 

[7 Parenteral administration of any beta-emitter. or photon-emitting radionuclide with a photon energy less 
than 150 keV for which a written directive is required 

Parenteral adminstration of any other radionuclide for which a written directive is required 

OR 
Board Certification: 

has satisfactorily completed the board certification 
~~ .... ~ ~ 

I attest that 

requirements of 35.396(c). has satisfactorily completed the 80 hours of classrmm and laboratory training 
required by 10 CFR 35.396 (d)(l) and the supervised work and clinical case experience required by 
35.396(d)(2). and has achieved a level of competency sufficient to function independently as an 
authorized user for: 

Name of Proposed Authorlzed User 

LJ Parenteral administration of any beta-emitter. or photon-emitting radionuclide with a photon energy less 
than 150 keV for which a written directive is required 

Parenteral adminstration of any other radionuclide for which a written directive is required 

ifth Section 
:omplete the following for preceptor attestation and signature: 

gl meet the requirements below or equivalent Agreement State requirements as zn authorized user for 

- 9 35390 L 35 392 E 3 5  394 c] 35 396 

I have experience administering dosages in the following categories for which the proposed Authorized User is 
requesting authorization. 

r] Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33 

@Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries) 

r Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than 

millicuries) 

150 keV requiring a written directive is required L_ 

I--, Parenteral administration of any other radlonuclide requiring a written directwe 
_ _ _ _ _ ~ ~ _  _ _ ~  

lame of Preceptor Signature 1 Telephone Number Date 

PA, L 1 ~ ~ F - Z Y ~ ~ O Y ?  I / / . ! ) 0 7  
tcenselPermtt Number/Facihty Name 

ALI M I  
PAGE 
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