
~Holland Hospital 

602 Michigan Avenue + Holland, Michigan 49423-4999 + main: 616.392.5141 + hoLLandhospital.org 

May 15, 2012 

UNITED STATES NUCLEAR REGULATORY COMMISSION 
Region III, Materials Licensing Section 
2443 Warrenville Road, Suite 210 
Lisle, IL 60532-4352 

Re: Amendment to License No. 21-18502-01, Holland Hospital. 

Please amend our license as follows: 

1. 	 Remove the David B. Johnson as authorized user. He is no longer at this facility: 

2. 	 Please add the additional 10 CFR 35.300 use of Nal-131 in quantities greater 
than 33 mCi. 

We plan to do only outpatient procedures. If on rare occasion, we have a thyroid 
therapy patient that requires hospitalization, we will place that patient in a private 
room with a private bath. The room will be a corner room or rooms next to it will 
be left unoccupied if needed to reduce exposure levels. Exposure rate 
measurements will be taken while the patient is in the room. Wipe tests as well 
as exposure rate surveys will be performed to determine if the room can be 
released for use. 

3. 	 Please allow Catherine E. De Leeuw, M.D. the use of 10 CFR 35.300. 


A copy of form 313A(AUT) is enclosed for your review. 


Thank you for your cooperation in this matter. If you have any questions, please 

contact Kathryn Guercio, Special Imaging Manager, at 616-494-4197. 


Sincerely, 


Mark R. Pawlak 
Vice President, Ancillary Services & Quality 

cc: Steve Sorenson 
Kathryn Guercio 
Dr. Edward Maas 
Nuclear medicine 

iR,ECEIVEO t1AY 2 5 2012 

http:hoLLandhospital.org


NRC FORM 313A (AUT) 
(3-2009) 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

(for uses defined under 35.300) 
[10 CFR 35.390, 35.392, 35.394, and 35.396] 

APPROVED BY OMB: NO. 3150·0120 
EXPIRES: 3/3112012 

Name of Proposed Authorized User 

Catherine n ..T1"P"W 

! State or Territory Where Licensed 

IMichimm 

Requested Authorization(s) (check all that apply): 

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

OR 

[{] 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) 

[{] 35.300 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 that 150 keY for which a written directive is required 

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

PART I -- TRAINING AND EXPERIENCE 
(Select one of the three methods be/ow) 

* Training and Experience, including board certification, must have been obtained within the 7 years preceding the date 
of application or the individual must have 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. 

[{] 1. Board Certification 

a. Provide a copy of the board certification. 

b. For 35.390, provide documentation on supervised clinical case experience. The table 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. 

r:52. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization 

a. Authorized User on Materials License under the requirements below or 

equivalent Agreement State requirements (check all that apply): 

035.390 35.392 035.394 0 35.490 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. 
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION 
(3-2009) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

3. Training and Experience for Proposed Authorized User 

a. Classroom and Laboratory Training 35.390 35.392 35.394 035.396 

! 

Description of Training i Location of Training Hours I Training* 

Radiation physics and 
instrumentation 

Radiation protection 

IMathematics pertaining to the 
· use and measurement of 
i radioactivity 

i 

IChemistry of byproduct 

I II material for medical use 

Radiation biology 
i 

I Total Hours of Training: 

! 

I 
. 

b. Supervised Work Experience 035.390 035.392 035.394 D 35.396 
If more than one supervising individual Is necessary to document supervised training, provide multiple copies 
of this page. 

,Supervised Work Experience Total Hours of 
Experience: 

Description of Experience Location of Experience/License or 
Must Include: Permit Number of Facility 

•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 

Dates ofConfirm Experience* 

DYes 

DNa 

DYes 

No 

Calculating, measuring, and DYes 
safely preparing patient or 
human research subject DNo 

. dosages I 

Using administrative controls to • DYes
Iprevent a medical event 
,involving the use of unsealed No 
byproduct material 

Using procedures to contain Yes 
· spilled byproduct material l 
i safely and using proper 
idecontamination procedures 
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NRC FORM 313A (AUn 	 U.S. NUCL.EAR REGULATORY COMMISSION 
(3-2009) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

3. Training and Experience for Proposed Authorized User (continued) 

b. Supervised Work Experience (continued) 

ISupervising Individual 	 :License/Permi! Number listing supervising individual as an 
:authorized user 

Supervising individual meets the requirements below, or equivalent Agreement State requirements(check all that 

app/y)**: 

•••••• •• ••••• • •• _ •••••••••••••••••••• , •• __ ••••• 0. D< ••••••••••••••••••••• • ••••• " ••• ••••••••• •• 

o 35.390 With experience administering dosages of: 

D 35.392 0 Oral Nal-131 requiring a written directive in quantities less than or equal to 122 
[j 35.394 gigabecquerels (33 millicuries) 

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)D 35.396 
Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon 
energy less than 150 keY requiring a written directive is required 

D Parenteral ,administration of any other radionuclide requiring a written directive 
•• _~ •••• ___ !. ••• __ • __ ... _. __ ._.~ _. __ 0_, ••• ____ •• __ ~.~ ~ •• ~ ••• ~~ •••••• ~ ••••••••• __ ••••• _.0'_ •• ~ •• '_""~'

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

c. Supervised Clinical Case Experience 
If more than one supervising individual is necessary to document supervised work experience, provide 
mUltiple copies of this page. 

I Description of Experience 
INu~~er o~ cases

lnvo vmg, e~sona 
I Location of Experience/License or Permit 

Number of Facility 
Dates of 

Experience* 
i Participation. 

~o-ra-l-a-dm-in-is-tra-t··i~o-n-of-s-o-di-um--l-3-ca.ses-·· I H-u.rt"" I l-Io.sp;~ Ct.h£i ~~ 
~. iodide 1-131 requiring a written 	 G:te.fV':U~ l2e-Cf\C:.~ 'fV\adiccJGr .. 

'directive in quantities less than - -I J pw, Zf!Jot5 _ • 
or equal to 1.22 gigabecquerels 
(33 millicuries) Apn1 ~c:.:. 

Oral administration of sodium ,L\-tlea.5,,+ S' t1e41e-~S Rtgtor>a.t rwJeccJ :. 
iodide 1-131 requiring a written C£<-Se..S 

I" 

directive in quantities greater 
than 1.22 gigabecquerels (33 

i millicuries) 

r---------------------4-----~------~-

I	Parenteral administration of 
any beta-emitter, or 
photon-emitting radionuclide 

•with a photon energy less than 
150 keY for which a written I 
directive is required 

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

I 
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NRC FORM 313A (AUT) 
(3·2009) 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ArrESTATION (continued) 

3. Training and Experience for Proposed Authorized User (continued) 

c. Supervised Clinical Case Experience (continued) 

Supervising Individual : License/Permit Number listing supervising individual as an 
: authorized user 

Supervising llidt>ifduai mi:iets' fne" requirements "below, "or "equlvaienf Agreemeirif State"requlrementl5(check ali that" " 
app/y)**: 

035.390 

io 35.392 

:035.394 

Ie 35.396 

With experience administering dosages of: 

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

o Oral Nal-131 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 

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 
requesting authorized user status. 

d. Provide completed Part II Preceptor Attestation. 

PART II ­ PRECEPTOR ATTESTATION 

Note: 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, 

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of the 
position sought and not attesting to the individuar's "general clinical competency," 

First Section 
Check one of the following for each requested authorization: 

For 35.390: 

Board Certification 

L{j I attest that Catherine DeLeeuw, M.D: has satisfactorily completed the training and experience 

Name of Proposed Authorized User 

requirements in 35.390(a)(1). 

Training and Experience 

I attest that 

Name of Proposed Authorized User 

OR 

has satisfactorily completed the 700 hours of training 

and experience, including a minimum of 200 hours of classroom and laboratory training, as required by 
10 CFR 35.390 (b)(1). 
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NRC FORM 313A (AUn U.S. NUCLEAR REGULATORY COMMISSION 
(3-2009) 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Preceptor Attestation (continued) 

First Section (continued) 

For 35.392 (Identical Attestation Statement Regardless of Training and Experimce Pathway): 

III I attest that Catherine DeLeeuw, M.D has satisfactorily completed the 80 hours of classroom 

Name of Proposed Authorized 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(c)(2). 

For 35.394 (Identical Attestation Statement Regardless of Training and Experimce Pathway): 

[{J I attest that Catherine DeLeeuw, M.D has satisfactorily completed the 80 hours of classroom 

Name of Proposed Authorized User 

and laboratory training, as required by 10 CFR 35.394 (c)(1), and the supervised work and clinical case 
experience required in 35.394(c)(2) . 

........ _.... -- ...... __ .......•.••...•..•.•..•..••..•... _--_. 

Second Section 

[{] I attest that Catherine DeLeeuw, M.D has satisfactorily completed the required clinical case 

Name of Proposed Authorized User 

experience required in 35.390(b )(1 )(ii)G listed below: 

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

gigabecquerels (33 millicuries) 


lZJ Oral Nal-131 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 keY requiring a written directiVe is required 


D Parenteral administration of any other radionuclide requiring a written directive 

-........................ -.. -- .............................. , 


Third Section 

o I attest that Catherine DeLeeuw, M.D has satisfactorily achieved a level of competency to 

Name of Proposed Authortzad User 

function independently as an authorized user for: 

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

[{] Oral Nal-131 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 keY requiring a written directive is required 


C Parenteral administration of any other radionuclide requiring a written directive 
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NRC FORM 313A (AUT) 
(3-2009) 

U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 

Fourth Section 

For 35;396: 

Current 35.490 or3S.690 authorized user: 

I attest that 

Name of Proposed Aulhonzed User 

is an authorized user under 1 0 CFR 35.490 or 35.690 

or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and 
laboratory training, as required by 10 CFR 35.396 (d)(1), 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: 

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

o Parenteral administration of any other radionucfide for which a written directive is required 

OR 
Board Certification: 

o I attest that has satisfactorily completed the board certification 

Name of Proposed Authorized User 

requirements of 35.396(c), has satisfactorily completed the 80 hours of classroom and laboratory training 
required by 10 CFR 35.396 (d)(1) 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: 

o 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 

.. _-_ ............ -­ .... _- .............. _........ -­ ..... -._.­
Fifth Section 
Complete the following for preceptor attestation and signature: 

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

[{] 35.390 35.392 [{] 35.394 D 35.396 

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

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

IlJ Oral Na!-131 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 

o Parenteral administration of any other radionuclide requiring a written directive 

Name of Preceptor ISJ!lDatu~')j..... ..'"'1 _ / - J'"'\ LTelephone Number 

~ohn Frederick, D.O. //f 1.//-111mfc:L t>2l&Wd) (810) 877·1177 I 

Date 

(7rfSlOlD..
License/Permit Number/Facility Name (/ . 

License # 21·26740-01 Genesys Regionall\lredica\..eeri'ter (copy of marerials license attached) 

... 
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