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March 28, 2012

Nuclear Materials Safety Section

Division of Radiation Safety and Safeguards

United States Nuclear Regulatory Commission Region |
4735 Allendale Road

King of Prussia, PA 19406

RE: Fletcher Alien Health Care

License # 4a-10187.05 (3003 28
Please amend our radioactive materials license to add Edward Nicholas, M.D. as an
authorized user for 35.100, 35.200 and 35.300 (I-131 therapies) uses. Attached is a
copy of Dr. Nicholas' certificate issued by the American Board of Radiology indicating

AU eligible and preceptor statements for 35.200 and 35.300 training signed by Dr. Kikut,
who ie an authorized user on our radioactive materials license.

Thank you for your attention to this. If you have questions please contact Marleen M.
Moore, M.S., Radiation Safety Officer, at (802) 847-3506. All correspondence should be
copied to Marleen Moore, M.S., Shepardson 2

Sincergly,
(P,

Joh¥ Brumsted, M.D.
President and Chief Executive Officer
Fletcher Allen Health Care

/WLLW(}J@”A/J/M """" Wispze ]

Marleen M. Moore, M.S.
Radiation Safety Officer and Authorized Medical Physicist
Fletcher Allen Health Care

Attachments (11 pages)
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h:i}uC) FORM 3134 (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(3-2000)
AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION EXPIRES: 3/31/2012
(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]

APPROVED BY OMB: NO. 3160-0120

Name of Proposed Authorized User State or Terrilory Where Licensed

Edward Gulen Nicholas Yermont

Requested Authorization(s) (chock all that apply)
|¢/| 35.100 Uptake, dilution, and excretion studies

|v] 35.200 Imaging and localization studies

PART | -- TRAINING AND EXPERIENCE
(Select one of the thrae methads below)

education and experience related 1o the uses checked above.

a. Provide a copy of the board certification.

Preceptor Attestation.

h1’"‘]‘,’] 2. Curront 35.390 Authorized User Seeking Additional 35.290 Authorizatio

State requirements seeking authorization for 35,260,
b. Supervised Work Experience,
copies of this section.)

Description of Experience

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

Total Hours of Experience:

‘authorized user
i
|

| |35.290 | ] 35.390 + generator experience in 32.290(c)(1)(ii)(G)

* Tralning and Experlence, Including board certification, must have been obtained within 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 deacription of continuing

b. If using only 35.500 malerials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part Il

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

(If more than one supervising individual is necessary to document supervised work experience, provide multiple

* Location of Experience/Licenseor | Clock Datesof
Permit Number of Facility Hours Cxperience”

Supérvlslhglndividual S S '.EL'Icelise/Permit'Number listing supervising individual as an

NRC FORM 313A (AUD) (3-2008) PRINTED ON RECYCLED PAPER
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NRC FORM 313A (AUD)
(3-2009)

U,8. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Description of Training

Radiation physics and
instrumentation

[ 3. Yraining and Experience for Proposed Authorized User
a. Classroom and l.aboratory Training.

Location of Training

Clock
Hours

Dates of |
Training*

Radiation protection

Mathemalics pertaining to the use
and measurement of radioaclivity

Chemistry of byproduet material
for medical use (not required for
35.580)

Radiation blology

Total Hours of Training:

b. Supervised Work Experlence (compietion of this table is not required for 35.590).
(1f mora than one supervising individual is necessary to document supervised work experignce,
provide mulliple coples of this soction.)

Description of Experience

Must Include:

Ordering, recaiving, and unpacking

radioactive materlals safely and
performing the related radiation
surveys

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

Experience;

“Lbbation ofiéiﬁerience/ucense or ]
Permit Number of Facllity

Total Hours of

i

{

Conflirm

[ ] Yes
| N

| |Yes
| INo

Experience*

Datesof

FAGE 2
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
2% AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
3. Yraining and Experience for Proposed Authorized User (continued)
b, Supervised Work Experience. (continued)
Description of Experience Location of Experience/License or Confirm Dates of
Must include: Permit Number of Facility Experience”
Calculating, measuring, and safely | ]Yes
preparing patient or human research
subject dosages |_INo
Using administrative controls to | ] Yes
prevent a medical event involvingthe | |7
use of unsealed byproduct material | | No
Using procedures (o contain spilled ' || Yes
byproduct material safely and using
proper decontamination pracedures |..| No 1
Administering dosages of radioactive [ | Yes i
drugs to patients or human research o '
subjects | | No
Eluting generator systems appropriate H Yas
for the preparation of radioactive - h
drugs for imaging and localization |] No
studies, measuring and testing the
eluate for radionuclidie purity, and
processing the eluate with reagent
lits to prepare labeled radioactive
drugs
Supervising Individual iLicense/Permit Number listing supervising individual as an
iguthorized user
Supervisor meets the requirements below, or equivalent Agreement State raquirements (choeck one).
[ 735490  |) 35200 | ] 35.390 Wf 35,390 + generator experience in 35.290(c)(1)(I)(G)
¢. For 35.590 only, provide documentation of training on use of the device.
Device Type of Tralning Location and Dates '
d. For 35.500 uses only, stop here. For 35,100 and 35.200 uses, skip to and complete Part |} Preceptor
Atlestation,

PAGE 3



03/30/2012 FRI §:10 FAX Zo06/013

NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
@209 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - 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. (Not
required to maet training requirements in 35.590)

By checklng the boxes below, the preceptor is attesting that the individual has knowledge to fulfili the duties of the
pasition sought and not attesting to the individual's "general clinical compatency.”

First Section
Chock ono of the following for each use requested:

For35.190

ificatio

|/ | | attest that l' (Iw.ud Gulen Nicholas has satisfactorily completed the requirements in
" Name of Proposad Authorized User

10 CFR 35.190(a)(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.

OR
Training and Experience
[ t attest that has satisfactorily completed the 80 hours of training and

"Name of Praposed Authorlzed User
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.

For 35,290
Board Certification
[V/] I attest that  Edward Galen Nicholas has satlsfactorily completed the requirements in
“"Name of Propossd Authorized User

10 CFR 35.290(a)(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 and 35.200.

OR

Training and Fxperience

] ] | attest that has satisfactorily completed the 700 hours of training
©Mame of Propored Authorized Usar
and experience, including a minimum of 80 hours of classroom and laboratory training, required by 10
CFR 35.280(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 and 35.200.
Second Section
Compilete the following for preceptor attestation and signature:

|¥] 1 meet the requirements below, or equivalent Agreement State requirements, as an authorized user for.

(v]35190  [/i35290  [y]35.390 ¢ 35.390 + generator experience

Name ofP}oceplor Dalev

Sfedfpor]

Telephone Number
(N02) 847-3593

| Signature

Januxz Karel Kikat, M.1). L e ,;.p!ﬂ’f’r‘L ("

License/Permit Number/Facility Name
1#44-10187-03

AGL: 4
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:“}()%0 I;ORM J13A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE
AND PRECEPTOR ATTESTATION APPRO\S(%%E?-M:SS :{lg‘.’ $2150-o120
(for uses defined under 35.300) i
[10 CFR 35.390, 35,392, 35.394, and 35.396]
Name of Propased Autharized User State or Territory Where Licensed
Edward Galen Nicliolas, M.D. Vermonl

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

[j 35.200 Use of unsealed byproduct material for which a written directive is required

OR

35.300 Oral administration of sedium iodide 1-131 requiring & written directive in quantities less than or equal
to 1.22 glgabecquerels (33 milllcuries)

m 35.300 Oral administration of sodlum lodide |-131 requiring a written directive in quantities greater than 1.22
gigabecquerels {33 millicuries)

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

[ ]35.300 Parenteral adminisiration of any other radionuclide for which a written directive is required

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

* 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 conlinuing education and experience since the required training and
experience was completed. Provide dates, duration, and description of continuing education and experlence related
to the uses checked above.

V] 1. Board Certification
a. Provide a copy of the board certification.

p. For 35.390, provide documentation on supervised clinical case experience. The table In section 3.c. may
be used to document this experience.

¢. For 35,396, provide documentation on classroam 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 || Preceptor Attestation.

| ] 2. Current 35.300, 35.400, or 35.600 Authorized User Segking Additional Authorization
a. Authorized User on Materials License under the requirements below or

equivalent Agreement State requirements (check all that apply):
| 36390 | | 35.382 { 135394 | ]35.490 | ] 35890

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

¢. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.386, provide
documentation an clagsroom 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 || Preceptor Atlestation.

NAC FORM 3134 {AUTY (8.2004) . PAGE 1
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NRC FORM 312A (AUT)
(3-2008)

U.S. NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

a. Classroom and Laboratory Training || 35.390

| |35.396

| ] 36.382 | ] 35,394

Dates of
Training*

Clock |

Description of Training Hours

Location of Training

Radiation physics and
Instrumentation

Radiation protection

Mathematics peﬂammgtothe
use and measurement of |
radioactivity

Chemistry of byproduct
material for medical use

b. Supervised Work Experience

Supervised Work Experience

Radlation biology

Total Hours of Training:

738300 | ]35.392 | 35304 | 35306
If more than one supervising individual is necessary to document supervised training, provide mulliple copies
of this page. e
Total Hours of
Experience:

Description of Experience E
Must Include:

Datesof
Experience®

Location of ExperiencelLicense or ,
Permit Number of Facility Confirm

Ordering, receiving, and |

unpacking radioactive

materials safely and performing

the related radiation surveys

ves

Performing quality control ("] Yes
procedures on instruments Fo
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

Using administrative controls to
prevent a medical event
involving the use of unsealed
byproduct material

Using procedures to contain
spilled byproduct material
safely and using proper
decontamination procedures

Qoos/013
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(3-2009)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continuod)

3. Training and Experience for Proposed Authorized User (continued)
b. Supervised Work Expenence {continued)

‘License/Permit Number Iist.ing sdporvising individual as an
‘authorized user
41 441018703

Suparwsmg individual

Hanusz Karol Kilut, M.1),

Supervising individual meets the requirements below, or equlvalem Agreement State requirements (chack all thal |

apply)y*:

|v/ | 38, 390 L With experience administering dosages of:

|v] 35.392 |v/| Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
|,/| 35.304 } " glgabecquerels (33 millicuries)

|,| 35‘396 1 || Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 miliicurles)

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

: || Parenteral administration of any other radionuclide requiring a wrilten directive

" Summsma Authorized Usar musl have experience in administering dosages in the same dosage catagory or categorles as the Individual
raquesting authorizad user slatus,

¢. Supervised Clinical Case Experience
I more than one supervising individual is necessary (o document supervised work experience, provide
multiple copies of this page.

""'Numbéf;uof Cases

directive In quantities greater
than 1.22 gigabecquerels (33
millicuries)

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

- ) A l.ocation of Experience/License or Permit Dates of
Description of Experience Involving Personal e .
Participation Number of Fac|lny Experience
{areater than three, three [Fletcher Allen Health Care "0V 2008
Oral administration of sodium  iare here documented Radiolopy Depuriment/Nuelear Medicine Division 6/212010
iodide [-131 requiring a written é Liconse #F 44-10187-03 H15/201¢
directive in quantities less than |
or equal to 1.22 glgabecquerels[ ;
(33 millicuries) i ;
sgrender Than (hree, three Allen Feulth Care 11/572008 (175)
prql administratiqr) of sodipm inre here docuniented Radiology Depariment/Nuelear Medicine Division 11/5/2008 (124.5)
iodide I-131 requiring a written License % 44-10187-03 11/13/2008 (100)

PAGE 3
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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 Proposaed Authorized User (continuod)

¢. Supervised Clinical Case Experience (continued)

Suparvising |ndividual - License/Permit Number listing supervising individual as an
‘authorized user

Janusz Karol Kikut, MJD, ;I/ 44-10187-03

apply)™:

[v] 35.380 With experience administering dosages of:
[]35392 : |v/| Oral Nal-131 requiring a written directive in quantities less than or equal 10 1.22
|| 35.304 : " gigabecquerels (33 mlllicuries)

"] 35.306 lv/_| Oral Nal-131 in quantities greater than 1.22 gigabecquersls (33 millicuries)

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

| "1 Parenteral administration of any other radionuclide requiring & written directive

" Suponvising Aulhorizad User must have exporience in administering doseges in the samo dosage category or catagorlas as the indivigual
requosting authorized user status.

d. Provide completed Part || Preceptar Attestation.

PART Il - 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, direcls, 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 attesling to the individual's "general clinical competency."

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

For 35.390:

Board Coartiflcation

[,/] [ attest thal  Bdward Galen Nicholuy, M.D, has salisfactorily completed the training and experience

"""Nama of Prapasod Authorlzed Ussr

requirements in 35.390(a)(1).

OR

Training and Experienca
[ ] I attest that has satisfactorily completed the 700 hours of training

" Name of Praposed Aulhorizad User

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

PAGE 1
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NRC FORM 313A (AUT) U.S, NUCLEAR REGULATORY COMMISSION
(3-2000)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)

First Section (continued)

Far 35.392 (Identical Attestation Statement Regardiess of Trainlng and Experience Pathway):

| |1attest that has satisfactorily completed the 80 hours of classroom

""" Name of Proposad Aulhorizad Usor

and Isbaratary 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 35.384 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

[ ] 1 attest that has satisfactorily completed the 80 hours of classroom

o Froposad Aulrorizod Usor

and laboratory training, as required by 10 CFR 35.3984 (c)(1), and the supervised work and clinlcal case
experience required in 35.394(c)(2).

Second Section

|¥] | attest that  lidward Galen Nicholas, M.1). has satisfactorily completed the required clinical case

Namu of Proposed Authoflzed User

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

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

V'] Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

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

|l Parenteral administration of any other radionuclide requiring a written directive

- - wwEmEESeEe e E D E WSS E W E N o Al bWl OB A YRR A M S e MM W W

Third Section

|/ | | attest that  lidward Galen Nicholas, M.D, has satisfactorily achieved a level of competency to
""" "Name of Aroposed Authorizad User
function independently as an authorized user for;

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

V'] Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 milllcurles)

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

[7 Parenteral administration of any other radionuclide requiring a written directive

AGE &
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INRc FoRM 313A (aUT) U.S. NUCLEAR REGULATORY COMMISSION
o AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
Fourth Section
For 35.396:

Current 35.490 or 35.690 authorized user:

------- is an authorized user under 10 CFR 35.490 or 35.690

Name of Proposad Aulharizad 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)(1), and the supervised work and clinical case
experience required by 35.396(d)(2), and has achleved a level of competency sufficient to tunction

independently as an authorized user for;

H Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photan energy less
= than 150 keV for which a written directive Is required

OR
Board Certification:

|| 1 attest that has satisfactorily completed the board certification

Nome of Proposed Aulhorized User

requirements of 35.396(c), has satisfactorlly completed the 80 hours of classroom and laboratory training
required by 10 CFR 35.396 (d)(1) and the supervised work and ¢linical case experience required by
35.396(d)(2), and has achleved a level of competency sufficlent to function independently as an
authorized user for:

1] Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
~ than 180 keV 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:

|v] 35.390 V'] 35.392 [V] 35.304 V] 35.396

|/| I have experlence administering dosages In the following categories for which the proposed Authorized User is
" requesting authorization,

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

|V} Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

V] Parenteral administration of bata-emitter, or photon-emitling radionuclide with a photon energy less than
© 150 keV requiring a written directive is required

|v/ | Parenteral administration of any other radionuclide requiring a written directive

S 5 L | Telephone Number Date

(é}zf e (K02) 847-3593

| signature

Name of Pracaptor
. ﬂ;ﬂ(/

ileut, MDD,
it Number/Facilty Name 7

ly

i 44-10187-03

PAGE 6
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This is to Tcknovredge the receipt of youg letter/gpplication dated

3 c) V IQ\ , and to inform you that the initial processing which
includes an administrative rewew has been performed.

[K]Theé’weé et (HY- 0/&703)

enoa mlnlstratnve omissions. Your applicdtion was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

|___| Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number S 779Lb| {

When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (RI) Sincerely,
(6-96) Licensing Assistance Team Leader



