
Roldan, Lizette 

From: 
Sent: 
To : 
Subject: 

Fairbanks, Jeff PhD [fairbanj@slhs.org] 
Tuesday, July 03, 2012 9:37 AM 
Roldan , Lizette 
RE: REQUEST FOR ADDITIONAL INFORMATION REGARDING AMENDMENT CONTROL 
577631 

Attachments: Einav Shochat md NRC Form 313A 07-03-12.pdf 

lizette, attached is the original form that I sent on January 13. The form I sent you in the prev ious email is the incorrect 
form that I had sent in October, 2011. 

Jeff 

From: Roldan, Uzette [mailto:Uzette.Roldan@nrc.gov) 
Sent: Tuesday, July 03, 2012 7:27 AM 
To: Fairbanks, Jeff PhD 
Subject: REQUEST FOR ADDmONAL INFORMATION REGARDING AMENDMENT CONTROL 577631 

License No.: 
Docket No.: 
Control No.: 

11 -27312-01 
030-32196 
577631 

Dear Dr. Fairbanks: 

This is in reference to your letters dated January 13, 2012, June 8, 2012 and email received June 26, 2012 
requesting to amend Nuclear Regulatory Commission license No. 11-27312-01. In order to continue our 
review, we need the following additional information: 

1. In support of your request to add Dr. Einav Shochat as an authorized user for 10 CFR 35.100 and 
35.200 please complete the attached NRC Form 313A(AUD). Dr. Shochat can follow Pathway 1 ~ Board 
Certification". The form you provided is not adequate for the modalities requested. 

2. You have requested to add Dr. Loren Camille Macey as an authorized user for 10 CFR 35.100 and 
35.200. In letter dated June 8,2012 you submitted the NRC Fonm 313(A)(AUD) and followed Pathway 
1 "Board Certification". This pathway was not adequate for Dr. Macey because the Board Certificate 
provided is not recognized by the NRC. In email dated June 26, 2012 you submitted a revised NRC 
Form 313A(AUD) following Pathway 3 uTraining and Experience". We cannot add Dr. Macey with the 
information provided for 10 CFR 35.200 for the following reasons: 

a. You have documented 572 hours of training and experience. In accordance with 35.290, the 

individual must complete a minimum of 700 hours of training and experience. 

b. Please provide a location/license or permit number of facility, and date for when Dr. Macey 

received training and experience on eluting generator systems appropriate for the preparation of 

radioactive drugs for imaging and localization studies, measuring and testing the eluate for 

radionuclide purity, and processing the eluate for radionuciidic purity, and processing the eluate 

with reagent kits to prepare labeled radioactive drugs. 

c. Please have the preceptor check off the "Training and Experience" boxes on the "Preceptor 

Attestation" page. 
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NRC FORM :mA IAUO) ,.,.,., U.S. NUCLEAR REGULATORY COMMISSION 

AUTHORIZED USER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

(for uses defined under 35.100, 35.200, and 35.500) 
[10 CFR 35.190, 35.290, and 35.590] 

APPROVED 8'1' OMB: NO. 315O-Q120 
EXPIRES; 313112012 

Name 01 Proposed AuItHHized User 

.:in • • ' Shol"hlt. ~ID 

State or Terri tory Where lk;ensed 

Idaho 

Requested Authorizstion(s) (check a/l that apply) 

-j 35.100 Uptake, dilution. and excretion studies 

-./1 35.200 Imaging and localization studies 

, 35.500 Seated sources for diagnosis (specify device 

PART I·· TRAINING AND EXPERIENCE 
(Sft/ect one of thft 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 obtained related continuing education and experience since 
the required training and experience was completed. Provide dates. duration. ald description of continuing 
education and experience related to the uses checked above. 

11 1. BOJrd C,rtlflcation 

a. Provide a copy 01 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 n 
Preceptor Attestation. 

I 2. Cuertnt ;'5.390 Auttlodzed U9Qr Seeking AddUiQnill35,Z90 AuthorIzation 

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

State requirements seeking authorization for 35.290. 

b. SuperviSed Work Experience. 
(If more than one supervising jndividual is necessary to document supervised work oxpenence. provide mulUple 
copies of this section.) 

Description of Experience 

ElUting generator systems 
appropriate for the preparation of 
radioactive drug' 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 

. Supervising Individuill 

Location of ExperiencefLicense Of 

Permit Number of Facility 

Total Hours of Experience: 

Clod< 
Hours 

Dates 01 
Experience" 

UcenseiPermil Number listing supervising Individual liS an 
authorized user 

SUpervisor msets the requirements below. or equivalent Agreement State requirements (check all thet apply) 

35.290 35.390 + generator experience in 32 .290(c)(1 )(i i)(G) 



NRC FORM 313A (AVO) U.S. NUCLEAR REGULATORY COMMISSION 

!HOOIi) AUTHORIZED USER TRAINING AND EXPER IENCE AND PRECEPTOR ATTESTATION (continued) 

3. TraIning and Experience for Proposed Authori:l:od Ultr 

a. Classroom and LaboralOf)' Training. 

Description of Training 

Radiation physics and 
instrumentation 

Radiation protection 

' Mathematics pertaining to the use 
and measurement of radioactivity 

Chemistry of byproduct malerial 
for medical use (not required (or 
35.590) 

Radiation biology 

Location of Training 

Total Hours of Training: 

b. Supervised Work Experience (completion of this table is nol required for 35.590 ). 

Clock 
Hours 

(If more than one supervising individual is necessary to document supelVis9d work 8xpenenCIJ. 
provide mulliple copies of this sec/ioll.) 

: SupervJaed Work Experienc, 

DeSCription of Experience 
Must Include: 

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

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

Total Hours of 
Experience: 

Location of Experience/License or 
Permit Number of Facility Confirm 

Ve. 

No 

Ve, 

No 

Dales of 
Training' 

Dates of 
Experience' 



NRC FORM 31M lAUD) U.S. NUCLEAR REGULATORY COMMISSION 
().:aoI) AUTHORIZED USER TRAINING AND EXPER IENCE AND PRECEPTOR ATTESTATION (continued) 

J. Training a nd bg.rl.nc. for ProDO!.d Authorized U"r (continued) 

b. Supervised Wo~ Experience. (continued) 

Description of Experience 
Must Include: 

Calcutatiog, meaaurlng, and safety 
preparing pati8flt or human research 
subject dosages 

Using admInistrative controls to 
prevent a medical event InvolvIng the 

iuse of unsealed byproduct material 

USing procedures to contain spilled 
byproduct material safely and u! lng 
proper decontamination procedures 

Administering dosages of radioactive 
drugs 10 patient! or human research 
subjects 

,EluUng generator sy stems appropriate 
for the preparation of radioactive 
drugs for imaging and localization 
studies. measuring and testing the 
eluate for radionuclidlc purlly, and 
proces!ing the eluate with reagent 
kits to prepare labeled radioactive 
drugs 

Location of Experience/license or 
Permit Number of Facility 

Confirm 

y" 

No 

No 

No 

Ye' 

No 

No 

Oates of 
Experience' 

LiCenselPermit Number lislll"lg Supervising II'Idlvl(lual as an 
authOrited user 

Supervisor meets \he requirements below. or equivalent Agreement State requirements (chock one). 

35.190 35.290 35 .390 35.390'" generator experience In J5.290{c)(1)(ii)(G) 

c. For 35.590 only, provide documentation of ~inin9 on use of the device. 

Device Type of Training LocaUon and Dales 

d. For 35 .500 uses only, stop here. For 35.100 and 35.200 uses. skip to and complete Part II Preceptor 
Attestation. 



NRC FORM 31lA (AUo) U.S. NUCLEAR REGULATORY COMMISSION 

(3-100II1 AUTHORIZED USER TRAINING AND EXPER IENCE AND PREC EPTOR ATTESTATION (continued) 

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 separa te preceptor statement from each. (Not 
required to meet trainln9 requirements in 35.590) 

8y checking the bOKes below, the preceptor is attesting that the i ndividual has knowledge to fulfill the duties 01 the 
position sought and not attesting to the individual's "general clinical competency." 

First Section 
Check one afthe following for each use requested: 

For 3S.1 90 

Board Certification 

.f' I attest that Einn Shocbl has satisfactori ly completed the requirements in 

~ 01 1><01""'"'' IwIt>C>nZIMI U," 

10 CFR 35 .190(01)(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. 

Training and Experience 

I attest that 

OR 

has satisfactorily completed the 60 hours of training and 

N_ 01 1><o1lOM<I ~IKI u." 
experience, including a minimum of 8 hours of dassroom and laboratory training. required by 10 CFR 
35.190(c)(1 ), and has achieved a Jellel of competency sufficient to function independently as an 
authorized user for the medical uses Oluthorized under 10 CFR 35.100. 

For 35 .290 

Board Cerffication 

.j I attest that Ein ... Shnch.! has satisfactorily completed the requirements in 

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 Experience 

I a"est that has satisfactorily completed the 700 hours of trall""g 
_ oIPnopoM<! ~'" UI" 

and experience , including a minimum of 80 hours of classroom and laboratory tra ining. req uired by 1 0 
CFR 35.290(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 
Complete the following for preceptor attestation iiilnd signature: 

,':; I meetlhe requirements below, or equivalent Agreement State requirements. as an authorized user for ' 

.; 35.190 

Name 01 Preceptor 

Jdr~y S!tnnl.,\ID 
- .. .. ~ -, .. 

.; 35.290 

Lk.ense/Permk Number/Facility Name 
ORt:·900IJ 

,~-7' 35~39 ~. 35.390 + generalOl experience 

Signature It Telephone Number · ' (;V\j ~ ,,,,,,m.,,,, 
Date 

1l1/1JJ2tll! 



" 

N •. 511('3/ 


