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RE:  Kimball Medical Center, License No. 29-1401701
'Lo Whom It May Concern:

X

imball Medical Center wishes to amend its materials license referenced above.

We would like to add Alex Langman, MD as an authorized user for uses defined under
IEOCF R35.100 and 10CFR35.200. The Authorized User Training and Experience and
Fl‘receptor Attestation (NRC Form 313A) for Dr. Langman is enclosed. ‘

Please note that the supervised work experience for the elution of génerator systems

described in Section 3b took place at a nuclear pharmacy and a separate Preceptor
Attestation is enclosed for that specific training.

l '
If you have any questions or require additional information, please do not hesitate to

contact me or our consultant medical physicist, Karen Wheeler, MS, DABR at (908) 788-
9440 ext. 45 or via email at kwheeler@biomedphysics.com.

Stincerely,

| _
Joe Hic&%‘\}Z . '
E;xecuti irector _

Kimball Medical Center
Enclosure (NRC Form 313A AUD)
{
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NRC FORM 313A (AUD)

U.S. NUCLEAR REGULATORY COMMISSION
(3-2008) ;

AUTHORIZED USER TRAINING AND EXPERIENCE

‘ AND PRECEPTOR ATTESTATION

(for uses defined under 35.1 00, 35.200, and 35.500)
' [10 CFR 35.190, 35.290, and 35.590]

APPROVED BY OMB: NO. 3150-0120
« | EXPIRES:" 3/31/2012

.
i

‘[Name oﬁ'Proposed Authorized User State or Territory Where Licensed

Alex Langman, MD New Jersey

Requested Authorization(s) (check all that apply)

35.100 Uptake, dilution, and excretion studies
f

35'2100 Imaging and localization studies v

D ’:35'5l00 Sealed sources for diagnosis (specify device )
|

i PART | -- TRAINING AND EXPERIENCE

(Select one of the three methods below)

i .

* Trainilng and Experience, 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 .re:quired training and experience was completed. Provide dates, duration, and description of continuing
education and experience related to the uses checked above.

D 1. Board Certification
l ' '

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 |1
Preceptor Attestation. '

D 2. Current 35.390 Authorized User Seeking Additional 35.290 Authorization

[ . .
a. ;f\uthonzed user on Materials License

meeting 10 CFR 35.390 or equivalent Agreementv
State requirements seeking authorization for 35.290.

b. Supervised Work Experience.

(If more than one supervising individual is necessary to document sUpervised work experience, provide multiple
?opies of this section.) . . I .

i : . . ' Location of Experience/License or Clock Dates of
i Dgscnptnon of Experience Permit Number of Facility Hours Experience*

Eluting generator systems
appr‘opriate for the preparation of
radipactive drugs for imaging and
localization studies, measuring and
testing the eluate for radionuclidic
purity, and processing the eluate
with reagent kits to prepare labeled
radi?active drugs

]

3 Total Hours of Experience:

Supe:rvising Individual License/Permit Number listing supervising individual as an

authorized user

I
!
!
i

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

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

NRC FORM 313A (AUD) (3-2008)

PRINTED ON RECYCLED PAPER PAGE 1
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NRC FORM 313A (AUD)
(3-2009)

~ AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.S. NUCLEAR REGULATORY COMMISSION

[¥] 3. Training and Experience for Proposed Authorized User

a.' Classroom and Laboratory Training.

- - . L - Clock Dates of
Description of Training Location of Training Hours Training*
‘ » Montefiore Medical Center 200 7/98 - 6/02
Radiation physics and 111 East 210 Street
instrumentation Bronx, NY 10467
Montefiore Medical Center 150 7/98 - 6/02.
111 East 210 Street
Raldiation protection Bronx, NY 10467
Montefiore Medical Center 150 .| 7/98 - 6/02
Mathematics pertaining to the use {111 East 210 Street .
and measurement of radioactivity ~ [Bronx, NY 10467 -
. ) Montefiore Medical Center 1100 _ 7/98 - 6/02
Chemistry of byproduct material 111 East 210 Street
for medical use (not required for Bronx, NY 10467
35.590)
1 v :
} Montefiore Medical Center 150 ) ‘ 7/98/- 6/02
o ) 111 East 210 Street )
Radiation biology Bronx, NY 10467
' .
Total Hours of Training: 650
b. Supervised Work Experience (completion of this table is not required for 35.590).
(If more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section. )
Supervised Work Experience’ Total Hours of 1gq¢
Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*
Ordering, receiving, and unpacking [Montefiore Medical Center lZ] Yes. 7/98 - 6/02
radioactive materials safely and 111 East 210 Street '
performing the related radiation Bronx, NY 10467 ,:J No
surveys INY City# 75-2885-01 ’
Perfbrming quality control Montefiore Medical ¢ 7/98 - 6/02
procedures on instruments used to llan:sltO;O Setr:!c; Center @ Yes '
determine the activity of dosages " Y 1046
and performing checks for proper ronx, NY 10467 [ No
operation of survey meters NY City# 75-2885-01 4
§
i [
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NRC FORM 313A (AUD)
(3-2009)

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

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

b. ‘Superwsed Work Experience. (continued)

Description of Experience
Must Include:

Location of Experience/License or
Permit Number of Facility

Confirm

Dates of
Experience*

] ,
Ca:Iculating, measuring, and safely
preparing patient or human research
subject dosages

‘Montefiore Medical Center ~ NY City# 75-2885-01
111 East 210 Street
Bronx, NY 10467

/] Yes
[ ]No

7/98 - 6/02

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

Montefiore Medical Center  NY City# 75-2885-01
111 East 210 Street
Bronx, NY 10467

[ZIYes
[JNo

" (7198 - 6/02

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

Montefiore Medical Center  NY City# 75-2885-01
111 East 210 Street
Bronx, NY 10467

@Yes.
[ ]No

7/98 - 6/02

Adiﬁinistering dosages of radioactive
drugs to patients or human research
subjects

Montefiore Medical Center  NY City# 75-2885-01
111 East 210 Street
Bronx, NY 10467

[/] Yes
[ ] No

7/98 - 6/02

Eluting generator systems appropriate
for the preparation of radioactive

dru'gs 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

i

Nuclear Diagnostic Products
2 Keystone Avenue

Suite 200

Cherry Hill, NJ 08003

NRC Lic. #29-30500-01MD ‘

Q] Yes

[ ]No

33172009

Supervising Individual
b

Leo'nard M. Freeman, MD

authonzed user
NY City #75-2885-01

License/Permit Number listing superwsmg individual as an

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

35.190 35290 [ ]35.390
[

D 35.390 + generator experience in 35.299(0)(1)(ii)(G) -

¢. for 35.590 only, provide documentation of training on use of the device.

¥

Device

Type of Training Location and Dates

N/A

'

d. For 35.500 uses only, sfop here. For 35.100 and 35.200 uses, skip to and complete Part Il Preceptor

Attestation.

b
|

i
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NRC FORM 33A (AUD) - UK. NUCLEAR REGULATORY COMMISSION |-

@209 AUTHORIZED USER TRAINING AND EXP!RIENCE AND PRECEPTOR ATTESTATION (continued)

Individual a3 long as the preceptor provides, directs, or verifies training and expenence required, if more than

ons plor is necassary to decument experience, obtain a separete precsptor statement from each, (Not

Note: This E'muat be completed by the individual's preceptor. The precsplor does nol have {0 be the superviging
nequltad to meet tralning raqulmmema in 35.500)

posmpn sought and net attesting 10 the individual's “general dinlcal competancy.®

Fim Sectio l
Chelck one of the following for each use raqueated:

For 35,160
1
! 5%4 Certification
(i :'anes( thet " has satlsfactorily completed the requirements in
Name of Propoasd Autharized \lse?
19 CFR 35.180(a)(1) and has achieved a level of compelency gufficlant to function indepundanl!y as an
a*thorizod user for the medical uses authorized under 10 CFR 35.100,
l oR

[migir_&g and Experignee , .
HI attest that Mex ) g  Nas satisfactortly completed the 80 hours of training and
: Name ot ihorizsd Yeor ‘ .

experiencs, Including a minimum of 8 hours of classroom and laboratory treining, required by 10 CFR
35,180(¢)(1), and has achlaved a level of competency sufficient 1o function independently ms an

rized user for the medical Uses authorized under 10 CFR 35.100,
For 35,2QQ

| Boan Cenification ‘
I BL htteat that has satisfactorily completed the requiremants in
Nama of Proposed Authartzod Usar

1p CFR 35.200(a)(1) and has achieved a Jevel of competency sufficient to function Independsntly as an
authorized user for the medical uses authorized under 10 CFR 35,100 and 35.200,

: OR
. Iifing end Exporignes
[ emzt that ~Ates Langman,MD - has satisfactorly completad the 700 hours of training
Nama of Propoted AUtharcied Vs

and axpenence Including a minimum of 80 hours of dassroom and laboratory tralning, required by 10
CFR 35.250(c)({1). and has achieved a level of competsncy sufficient to function Independently as an
authorzed user for the medlml uses euthorized under 10 CFR 35.100 snd 38,200,

[Secc;nd Saction N N

Complete m {following for preceptor atteetation and aignatun. :
. ¥| 1imeet the requiraments bekow, or equivalsnt Agreemont Stata requlremenls, as an eutnonzed user for

- [)se0 35200 [ 35390 [ ]35.390 * generator experiefice

p. -

Namé of Precéuar ‘ Slgnaluré ‘ i lephone Number Date ‘

. h | i - PART Il - PRECEPTOR ATTESTATION

By aqedunq the bexes belaw. the preseptor Is attesting that the Individual has knouledge to fulfill the duties of the

TA/TMA* [ C2Q7 MM7C oT)

LicersaPommll Number/Facllty Nams  — ) 4
NYC Lic # 75282501 :
|

FANITAT AN NHDTINONI O+ =TT CrARAT NIt



MEDICAL USE TRAINING AND EXPERIENCE
: AND PRECEPTOR ATTESTATION

_ |1. Name of Individual, Proposed Authorization
ALEX LANGMAN, MD

2. For Physicians, State or Territory Where Licensed
" |
[

3. DIDACTIC OR CLASSROOM AND LABORATORY TRAINING

Description of Training Location

Clock Hours Dates of Trainihg
Eluting generators, measuring and testing the Nuclear Diagnostic 4 0373172009
eluate and processing the eluate with reagent Products ‘
Kits to prepare labeled radionuclides | 29-30500-01MD
4. WORK OR PRACTICAL EXPERIENCE WITH RADIATION
:‘ Name of Supervising Location and Dates and/or Clock
Description of Experience Individual(s) Corresponding Hours of

Materials License Experience
Eluting generators, measuring and testing the GAVIN M. KAHN, RPh Nuclear Diagnostic : ,
eluate and proJessing the eluate with reagent Products 3/31/09
kits to prepare labeled radionuclides 29-30500-01MD 4 hours

<
5. SUPERVISION INDIVIDUAL -- IDENTIFICATION AND QUALIFICATIONS

A. Name of Supervisor: GAVIN M. KAHN, RPh T
B. Supervisoir is an Authorized Nuclear Pharmacist '

l
C. Supervisor meets requirements of Part 395, Section(s) _35.290 for medical uses in Part 35 Section
35.20 .

'

D. Address: " NUCLEAR DIAGNOSTIC PRODUCTS _ E. Materials License Number

2 Keystone Ave / Unit 200 : .
Cherry Hill, NJ 08003 : ) 29-30500-01MD

PART Il.-- PRECEPTOR ATTESTATION

I attest the individual nmaed in item 1 has satisfactorily completed the requirements in Part 35,
Sections and Paragraph 35.290¢iiG as documented in sections 3 & 4 of this form ‘

~ lam an Authorized Nuclear Pharmacist at Nuclear Diagnostic Products in Cherry Hill, NJ

Address: ' NUCLEAR DIAGNOSTIC PRODUCTS _ Material License Number
. 2 KEYSTONE AVE / UNIT 200 ' 29-30500-01MD
' CHERRY HILL, NJ 08003

NAME OF PRECEPTOR (print clearly) [SIGNATURE OF PRECEPTOR DATE

GAVIN M. KAHN, RPh ' (—/’(;’—’_\

03/31/2009 '




This is to acknowledge the receipt of your letter/application dated

Wﬁ‘”‘? » and to inform you that the initial processing which

includes an administrative review has been performed.

Artbuy. L7-IEol 7-of
m/ There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

D 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 /44? éﬁ

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




