\% igg&f“ RQ ional 20 Hospital Drive
& Medical Center Logan, WV 25601

May 4% 2011 Sent via email to sandra.gabriel@nrc.gov

K-

Ms. Sandra Gabriel, Senior Health Physicist
U.S. NRC Region I

Nuclear Materials Section B

475 Allendale Road p3012530
King of Prussia, Pennsylvania 19406-1415

RE: Amendment Request for NRC Radioactive Materials License#: 47-19919-01
Logan Regional Medical Center, 20 Hospital Drive, Logan, WV 25601

Dear Sandy:

We wish to add the following individual as an Authorized User on our Radioactive Materials
License:

Authorized User Authorized Material & Uses | Training & Experience
Kozhaya Mallah, MD | 10 CFR 35.200 ' NRC 313A (AUD) preceptor form,

Attestation of supervised experience,
Attestation of competency

Supporting documentation is enclosed. Dr. Mallah attended a course provided by the Institute on
Nuclear Medicine Education (INME) for 9 days from 2/13/10 — 2/21/10 and obtained 100 CME
hours of classroom and laboratory training to include HAZMAT training in radioactive
materials. It appears that the course actually provided 80 hours of in-class training. No other
supporting documentation from INME is available.

We are aware that the 313 form does not indicate the total number of supervised work experience
hours in Section 3b. The number of supervised work experience hours is included in the
attestation letter signed by Dr. Fayez Shamoon documenting 600 hours of supervised clinical
experience obtained at St. Michael’s and St. Joseph’s Medical Centers. The letter refers to
Illinois Title 32 regulations in Section 335.9040 which are compatible with 10 CFR 35.290. The
training and attestation letter signed by Dr. Elie Gharib documents competency and an additional
22.5 hours of supervised clinical experience obtained at Logan Regional Medical Center and the
completion of at least 700 hours of training and experience.

This request has been reviewed and approved by senior management and the facility Radiation
Safety Officer.
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%L@g&n Regional 20 Hospital Drive
Medical Center Logan, WV 25601

We appreciate your consideration of this amendment request. If you have any questions
regarding this request or should you need any further information, please do not hesitate to
contact us.

Sincerely,

\/%//@ 05101/ ‘ bmecrh

es Norweck, MS, DABR
Radiation Safety Officer

MS, MA, RT (R) (M)
h1 ing Officer iati
0448%1-1120 304-710-0172

Nancy.Godby@ILPNT.net inorweck(@radiology-inc.com
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gﬁ;ﬁ%;om 313A (AUD) U.S. NUCLEAR REGLILATORY CQMH‘SSIGN
AUTHORIZED USER TRAINING AND EXPERIENCE ,
AND PRECEPTOR ATTESTATION EpiRas: Aty O 2160-0120
(for uses defined under 35.100, 35.200, and 35, 500)
[10 CFR 35.190, 35.290, and 35.590]

State or Territory Where Licensed

Name of Proposed Authorized User
Dr. Kozhaya Mallah, M.D. West Virginia

Requested Authorization(s) (check all that apply)

D 35.100 Uptake, dilution, and excretion studies

35.200 Imaging and localization studies

35.500 Sealed sources for diagnosis (specify device )

PART | «« TRAINING AND EXPERIENCE
{Select ane of the three methods below)

* Tralmng and Experience, inciuding board certification, must have bzen obtained within the 7 years precedmg
the date of appiication or the individual must have obtained refated continulng 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, :

D 1. Board Cerification

a. Provide a copy of the board certification.
b. If using only 35.500 materials, stap here. 'If using 35. 100 and 35.200 materials, skip to and complete Part ti
Preceptor Attestation.

[} 2. Current 35.390 Authorized User Seeking Additional 35.280 Authorization
meeting 10 CFR 35.380 or equivalent Agreement

a. Authorized user on Materials License
State requirements seeking authorization for 35.290.

b. Supervised Work Experience.
(ff more than one supervising mdtvzdual is necessary to document supervised work experience, provide mult:ple
copies of this section.)

o . Location of Experience/License or Clock " Datesof |
Description of Expenencg Permit Number of Facility Hours Experience”

Eluting generator systems
appropriate for the preparation of
radioactive drugs for Imaging and '
locaiization studies, measuring and Not Applicable
testing the eluate for radionuclidic '

purlty, and processing the eluate
with reagent kits to prepare labeled
ragdloactive drugs

Total Hours of Experiemce'

iLicense/Pemit Number listing supervising individual as an
authonzed user

Supervising Individual

py— - Can N/A . - SRR y - - N/A ...............
Superv:sor meets the reqwrements be!ow or equxvalent Agreement State requirements (check all that apply).

D 35.290 D 35.390 + generator experience in 32.280(c)(1)(ii)(G)

PAGE 1

NRC FORM 313A (AUD) {3-2089) PRINTED ON RECYCLED PAPER

47-18919-01




(3:2009)

’NRC FORM 313A (AUD}
AUTHCRIZED USER TRAINING AND EXPERIENCE ANLD PRECEPTOR ATTESTATION {continued)

U.S. NUCLEAR REGULATCRY COMMISSION

(7} 3. Training and Experience for Proposed Authorized User

a. Classroorn and Laboratory Training.

B
r Description of Training Location of Training Sﬁ; 19;5?'”3{
Radiation physics and Institute For Nuclear Medical 50 Feb 13-21,
instrumentation Education, (INME) 1 2010
Secaucus, NJ
Radiation protection INME, as above 15 Same as
Above
Mathematics pertaining to the use INME, as above 10 Same as
and measurement of radioactivity Above
| Chemistry of byproduct material ;
for medical use (not required for INME, as above 15 Same as
135.590) Above
F— T
I
!
{ Rediation biclogy INME, as above 10 | Same as
| | Above
Total Hours of Training: 100 hrs Total

b

b. Supervised Work Experience (completion of this table is not required for 35.580).
(i more than one supervising individual is necessary to document supervised work experience,

provide multipie copies of this section.}

and performing chacks for proper
operation of survey meters

| Supervised Work Experience ITotal Hours of
H Eixperience:
Description of Experience Location of Experienca/License or Confirm Dates of
Must inciude: Permit Number of Facility Experience*

Ordering, receiving, and unipacking $t. Michael's and St. Josephis| [Jves : 07/01/07 |-
radioactive materials safely and . KN {0 {
performing the refated radiation Medical Center, Newark, NJ [ No 06/30/10 |
surveys #29/ 101-9-02

1 Performing quality control . *
procedures on instruments used to _ i lxx Yes
determine the activity of dosages - Same as above | Same

P INo

PAGE 2
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NRC FORM 313A (AUD)

U.S. NUCLEAR REGULATORY COMMISSION

(2099 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

i~ P TSIV

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

b. Supervised Work Experience. (continied)

Description of Experience Location of Experience/License or Confirm Dates of
Must Include: 4 Permit Number of Facility Experience®

Calculating, measuring, and safely ¥ Yes Same
preparing patient or human research : 3

subject dosages Same as above [ No

Using administrative controls to XX Yes ame
prevent a medical event involving the Same as above >

use of unsealed byproduct material [ ]No

Using procedures to contain spilled Ky Yes Same
byproduct material safely and using Same as above

proper decontamination procedures [ JNo
Administering dosages of radioactive | X Yes Same
drugs to patdents or human research Same as above .

subjects B [ ] No

Eluting generator systems appropriate Yes

for the preparation of radioactive Same as above @ Same
drugs for imaging and localization [ No

studies, measuring and testing the

eluate for radionuclidic purity, and
iprocessing the eluate with reagent

ikits to prepare labeled radioactive

drugs

Supervising Individua|
i {authorized user

License/Permit Number listing supervising individual as an

Dr. Faye® Shamoon, M,D. NRC 29-101-91-02

Supervisor meets the requirements bélow, or equivalent Agreement State requirements (check one).
[X] 35.190- ' DX 35.290 [ ]35.390 [ 35.390 + gensrator experience in 35.290(c)(1)(i{G)

¢. For 35.580 only, provide documentation of training on use of the device.

T :
| Device Type of Training

Location and Dates

N/A ' Not Applicable

N/A

d. For 35.50() uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part Il Preceptor

Attestation.

PAGE 3

47-19919-01
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0.5, NUGLEAR RESULATORY COMMISSION ] -

INRG FORM Y34 [AUD)
PH% AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION [sontinued)
i N

pose

First Section
check one ol Brafellowling fer each bye requasted:

Epr38.180

Trelping and Exaerience
_ has salisfactodly complatsd e 60 hours of raining and

For36200

’ PART - PRECEPTOR ATTESTAYION
This pant must be completed by the Individual's presapior, The precepior oas nal have to b the supsivising
Individual 85 long 35 the pracestor nrovides, directs, or veiiies raining and expaience raguirsd, I mony than
ons gampsor ks necgszary © docuimant experdence, abialn & sapames presspior statement fron each, (Not
required o mes! iralning requiraments in 35.550) ]
By chacking the koxen below, the preceplorls affesting that the Jndlvidual has ieowledge ta fulfll the dinfes of ife
posifion soupht and not atfenting 1o tha ingividual’s "general siinicel compatency.”

2

Eosrd Gerdficallon
has satisfactorlly compleled the requlremenis i

[ 1 ettestihat
Hameo or Pivpoead Ariceiows Ukgr
10 CFR 36,190 {m){1} and hzs achisved a level of competangy sufficlent lo function lndependenily esen - |

guthorized uasr for the medios! veae authorbzed undsy 10 GFR 6,900,
OR

[} 1 ohest that
Stama of Fuposes Auacked Utar

expaiancs, inohuflng a mirimum of 8 holrs of tlassroom and lsboretory trefning, raquired by 10 CFR
35.190(c){1), end has achieved a loval of compatency suficiant ﬁoﬁn:gon independently as an
authonzed uder for the meadizal ussa aulthorized ynder 10 SFR 36,700,

Board Cerificalion )
hes satiafacanily coroplaied the requirements in

[T attesttrat
Nors o Fropevad Autuiced Use
10 GPR 38.250{a){3) and has achleved a levei of competency sufficiant to funclion Independenty as sn
authonized yser for the medicet uses suthorired imder 10 GPR 35,100 snd 35.200.

. OR
Trining and Experl

(Xf1aeatmat g, g, wallah, f.p,  esselistecionly compleied fhe 700 hous of teining
Neniw Auiorized User

ang a;gaﬂance, Including a minimum of 80 howrs of clasercom and laboratary {relning, requind by 10
CFR 35.260(c)(1), and fras achievad » level of competenny sufficfant to function indepandently as sn
mithorizad Yser for the medical uses authodzed undar 10 CFR 38,100 gnd 38.200, -

Sogond Seotion
Caopplats the followlig for proveptor ettastatlon und algnaturg:

1 muet tha requirements below, or equivalent Agreemant State reqllirements; a3 2n Ruthorized uuas for:
[Jesec  [Qamze0  [Jasssd  [] 35890 + genamtr experiente )

Name of Pracaplor i Slgnature =2 Telophons Number Dela .
Tires (Muso %_ 93 £77 5764 gL\

License/Panmil NumbedFaclity Name %
L . WRE X510/ /03 |

47-18918-01
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Medical Radioisotope Handling
Attestation and Certification
Completion and Competency

This document is an affidavit that, as evidenced by written examination,

Kozhaya Mallah, M.D.

has successfully completed this formal academic program of didactic classroom
and laboratory experience and has demonstrated competency in the objectives
of this program through formal, written, examination, i
This individual is entitled to full recognition as meeting or exceeding the requirements
established by the U.S. Nuclear Regulatory Commission (NRC) in,
10 CFR 35.190(c)( 1 (A-E) 10 CFR 35.290(cX 1)(iA-E) +0 CFR 35.390(b)}( ) XiXA-E)
10 CFR 35.392(c)(1)(i-v) 10 CFR 35.394(c){1)(i~v) 10 CFR 35.396(3)(1)(i-v) ;

This progeam also provides,
Hours Category 1 CME AMA (PRA), Institute of Medical Studies
Hours College/University Credit American Council on Education (ACE)
Hours Board Exam Accepted Hours, NMTCB, ABR, ABNM, CBNC, et. al.

February 13-21%, 2010 205024
Date Completed Certification

Institute for Nuclear Medical Education

vecopnized by the American Assoviation for Colleginte Registrars, Council on Post-Secondary Education.

e




CME CREDIT
CERTIFICATE
This is to certify that

Kozhaya Mall;a”h, MO,

Has completed up to
100 Hours

Of Category 1 CME credit through participation in the Medical
Radioisofope Handling conducted by the Institute for Nuclear Medical
Education (INME) from February 13-21, 2010 in Secaucus, NJ.

This CME activity has been planned and implemented in accordance with
the Essential Areas and Policies of the Accreditation Council for
Continuing Medical Education (ACCME) thru the Joint Sponsorship of the

Institute for Medical Studies (IMS) and INME.

| IMS is accredited by the ACCME to provide continuing medical education
for physicians. : : ‘

IMS desfgnates this educational activity for a maximum of 100 credit
hours AMA PRA Category 1 Credits™.

Participants should claim only those hours of credit that he/she actually
spent in the actlivity as established by registration and attendance.

Please retain this Certificate for your records.
The Institute for Medical Studies

14 Monarch Bay Plaza, Suite 202
Monarch Beach, CA 92629

47-19919-01
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CERTIFICATE OF COMPLETION
HAZMAT TRAINING — RADIOACTIVE MATERIALS

This document is an affidavit that

Kozhaya Mallah, M.D.

Has received training and has been tested as
required by 49CFR 172.704(d). This
training was limited to diagnostic
radioactive materials received or offered for

shipment in approved Tiyjpe A Packages,
Class 7, UIN2915, Yellow I1.

February 21, 2010 204112

Certifying Official - Date Completed Certification

Institute for Nuclear MediCaI Education

Certified, Approved and Regulated by the Division of Private Occupational Sehools, Department of Higher Education in Colorado. Validated by the American Council on
Education (ACE), recognized by the American Association for Collegiate Registrars, Council on Post-Secondary Education. Licensed by NRC & Agreement States.




INSTITUTE FOR NUCLEAR MEDICAL EDUCATION -
© INME .
BASICS OF RADIOISOTOPE HANDLING
MEDICAL RADIOISOTOPE HANDLING

. TOPIC/HOURS
CLASSROOM & LABORATORY TRAINING® (1) (2) (3)
TOPIC In-Ciass Study | TOTAL

Radiation Physics ' 24 6 30
Instrurnentation®™ 16 4 20
Radiation Protection® 12 3 15
Mathematics Perfaining to the Uee and 8 2 10
Measurement of Radiation and Radioactivity -
Chemistry of Byproduct Material for Madlcsl Use 12 3 15
Ingluding Production, QIC/QA and Control
Radjation Bioiogy L8 | 2 10

, . 80 20 100

(1) The program provides classroom-based training with a formal, didactic classroom experience of
instruction and Jaboratory presentations. The identity and presence of the participants ig established
through physical supervision of the educational experience, multiple daily sign-in sheets, identity
verification, in writing, a1d B photograph of the participant.

(2) The classes provide 8.5-8.0 hours of dally Instruetion for a total of 80 hours. An additional 20 hours
may be obiained through documented exerclses external to the classroom training.

(3) The total hours, if achieved by the participant, Category 1 CME and/or college/university credit, have
been reviewed by external agencies and approved for 100 hours.

(4) The in-dlass program includes HAZMAT CERTFIFICATION for the shipping and receiving of radioactive
materials in compliance with the requiremeing of the DOT, other standards. An exam is gwen
covering this HAZMAT material, which ls separate from the program exam.

(5) The perticipant must pass a closed-book, written examination on the program content, administered
under instructor, physical supsrvision, on the last day of the program.

For additionat informat.on, contact:
institute for Nuclear Medical Education

5660 Ajrport Blvd, Suite 101
Boulder, CO 80301
‘Ph: 303.541.0044 Fax: 303.541.0066

47-18819-01 10
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August 24, 2010

Mr. James Norweck, MS., DABR
5112 US 60 East
Huntington, WV 25705

RE: Kozhaya Mallah, MD.

Dear Mr. Narweck:

Dr. Mallah has completed a nuclear cardiology training program that meets the
requirements for Level 2 as outlined in the ACCF/ASNC COCATS Guidelines for

Nuclear Cardiclogy, revised 2008, within the accredited fellowship or residency
program.

Dr.Mallah completed level 2 nuclear cardiology training between the dates of
07/01/2007 and 06/30/2010,

[ attest that Dr. Mallah is competent to independently function as an authorized
user under NRC 10 CFR 35.200 uses.

Sincerely,

FayeZz Sh&moon, MD., FACC, FACP, FSCAI
Cardiology Program Director
Radioactive material license# NRC 29-10191-02

Schoal of Health and Medical Sciences
400 South Orange Avenue * South Orange, New Jerzey 07079-2689

47-19919-01 P 11
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‘s Da
To Whom R May Concam:

This lotor s to atmhat Dr. K. INED: ibsived trsiring and expeyiance in Nulsar -
Cardiclagy at :Wemanﬁﬁih_ and -
g8/ 20 and succassiully somplated this tralning progmmon .
M. : Tocated at MML%% J
NPT, CQM&\

During this training program, Dr.M2118k  repelved not lses ﬂw\m hours of
suparvisad work siperience. The experlonc of Dr. ¥xl1ah was gained under the

suparvision of an Authorizad Usar, .
The supenvised work sxpatienos Inciuded crdering, recelving, and wipacking radicastive

matariala safely and performing the relaled radiation surveys; Catibrating insuments
used tordelenmine the activity of dosages and perfonming checks for propsr opemtion of
survey mstars; Caloulating, measiring, snd safaly praparing petlant or humen research
subject dosages; Using administratve controle 10 prevent medical events; Using
procedures 1o safely contain spiis and vsing proper decontaimination procedures;
Aciministering dosages of radlosotive drugs 1o patlends or iuman research subjstls.

i }:emry that Dr. Mallah has satistactorly compisted the requirements in

385.9040 subsaction{ e ) and has achleved a level of compstency suffitlent to function
Independently as an Autharized User for the medical uses authonzed under 386.4010

for thase procedures not requining a wiitten divective,

Should you zquira E?y additional information please fes! io comact me at
/ y /;MW D

Radloactive matarials license number m&&ﬂ%@c)\

Sincerely,

47-19918-01
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Logan Regional
Medical Center

RE: Letter of Attestation for Kozhaya Maliah, M.D.

To Whom It May Concemn:

This letter is to attest that for the period from Qctober 18, 2010 through March March

18, 2011, during which time Kozhaya Mallah, M.D. has interpreted a total of 219 -

studres

I, (Elie Gharib, M.D.), have supérvised the activities of Kozhaya Mallah, M.D.in -~ - -
the use of authorized material and uses authorized by 10CFR35.200 in forty five

{45) of these 219 studies. This supervised work experlence occurred at Logan
Regional Medical Center. We estimate this clinical experience to be
approximately equivalent to at least twenty-two (22.5) hours of practical
radiation safety and radionuclide work experience. Please note that ! am

currently listed as an authorized user on NRC Radioactive Materials License No.: -~

47-19918-01 at Logan Regional Medical Center in Logan, WV.

Kozhaya Mallah, M.D. has demonstrated clinical proficiency in interpretation of
nuclear cardiology studies along with an understanding of the essentials of
radiation safety and the conditions of our license. We believe that Kozhaya
Mallah, M.D. has satisfactorily completed the requirements of 10CFR35.290 and
“has achieved a level of competency sufficient to independently function as an
authorized user for the medical uses authorized under 10CFR35.200.

| attest that Kozhaya Mallah, M.D. 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 35.280(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 35.200.

Sincerely,

(Db

Sl

EHe Ghanb M.D. Date

PH 304 831 1101 | 20 Hospital Drive | Logan, WV 25601




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

; /f ol , and to inform you that the initial processing which
includes an administrative review has been performed.

Hreersd. £7-177/7 -of
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 ; 75, x>

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

NRC FORM 532 (R1) Sincerely,
(6-96) Licensing Assistance Team Leader



