
V 
CARDIAC DIAGNOSTIC 
SERVICES OF VIRGINIA 

8505 Arlington Boulevard, Suite 320 
Fairfax, Virginia 22031 

Fax (703) 204-9056 
(703) 641-0500 

March 5, 2007 

Brian A. Parker 
Commercial and R&D Branch 
Division of Nuclear Materials Safety 
Region I 
475 Allendale Road 
King of Prussia, Pennsylvania 19406 

RE: Cardiac Diagnostic Services of Virginia 
License Amendment 
45-24867-01 031) fl  9 9  I 

h) 
W 

Dear Mi-. Parker, 

Please amend the above referenced license to add Todd Matros, M.D. as an authorized 
user to the above referenced license. Documentation in support of this physician's 
credentials is enclosed. 

Any questions regarding this request may be directed to me at (703) 64 1-0500 or Wendy 
Charlton, Krueger-Gilbert Health Physics, Inc. at (4 10) 665-5447. 

Sincerely, 

Neil C. Smarte, C.N.M.T. 
Radiation Safety Officer. 



NRC FORM 313A US. NUCLEAR REGULATORY COMMISSION 
, 

(1 0-2005) 
MEDICAL USE TRAINING AND EXPERIENCE 

AND PRECEPTOR ATTESTATION 
APPROVED BY OMB: NO. 3150-012 
EXPIRES: 10/31/2008 

Chemistry of Byproduct Material for 
Medical Use I\ 

Description of Training Location Clock Hours 

Radiation Physics and 
Instrumentation Sucam, NJ 1 bo 

3 0  
r \  Radiation Protection 

Mathematics Pertaining to the Use 
and Measurement of Radioactivity I \  

20 

A0 
Radiation Biology I \  

NRC FORM 313A (10-2005) PRINTED ON RECYCLED PAPER PAGE 

Dates of Training 

3JtaJo3 -3)i(c103 

( O/ 1 61 o 3 -. I 01 141 63 
,- 

I I  

\ \  

\i 



6b. SUPERVISED CLINICAL CASE 
No. of Cases 

Involving 
Personal 

Participation 
Tadionuclide Type of Use 

b - 4  T& cisd r'nc 750 

k d  1 ab ?50 3 D I  .--p 

b- 57 Q L  EJQW 

Lk 1331 0 /do fiL 

I 
I 

Location and Dates andlor 
Corresponding Clock 

Materials License Hours of 
Number Experience 

ML~~OYXLLKI~VW~~J 3/1oi +Lq 

\14 *E. ?4 -2455 -0 I 
t f  dfo;  - 6/04 

j46pifd m+/ 

EXPERIENCE (describe experience elements in sa) 
Location and Dates andlor 

Number Experience 

Corresponding Clock 
Materials License Hours of 

Name of 
Supervising 
lndivid ual 

Mud !orK kViidL95143 - q 0 4  
Mv/d Gil/L45+l!Av\,MD kQl-tal &?qwf I s?s 

1 a 
3 

3 

\ [  24 4 5 5 - 0  I 

I 1  \ \  

\ \  ' 1  
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NRC FORM 313A U.S. NUCLEAR REGULATORY COMMISSION 

MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 
(IO-2W5) 

Training Element 

7 ~~~ 

6c. TRAINING FOR SECTIONS 35.50(e), 35.51(c), 35.590(c), or 35.690(c) 
Type of Training * Location and Dates 

Degree, Area of Study 
or 

Residency Program 

* Types of training may include supervised (complete item 10 for 35.50(e), 35.51(c), and 35.690(c)), didactic, or 
vendor training. I 

Name of Organization that 
Approved the Program 

(e.g., Accreditation Council 
for Graduate Medical Education) 
and the Applicable Regulation 

(e.g., I O  CFR 35.490) 

Name of Program and 
Location with 

Corresponding Dates 
Materials 

License Number 

I 7. FORMAL TRAINING Physicians (for uses under 35.400 and 35.600) and Medical Physicists 

I 
~~ ~~~~ ~ 

8. - iD lAT lON SAFETY OFFICER (RSO) -- ONE-YEAR FULL-TIME EXPERIENCE 

YES 

NIA of the RSO for License No. 

Completed 1 year of full-time radiation safety experience (in areas identified in item 6a) under supervison. 

pli YES 

@ NIA 

YES a NIA 

9. MEDICAL PHYSICIST -- ONE-YEAR FULL-TIME TRAININGWORK EXPERIENCE 

Completed 1 year of full-time training (for areas identified in item 6a) in therapeutic radiological physics 
(35.961) or medical physics (35.51) under the supervision of 

who is a medical physicist (35.961) or meets requirements for Authorized Medical Physicists (35.51); 

and 

Completed I year of full-time work experience (at location providing radiation therapy services described 
and for topics identified in item 6a) for (specify use or device) 

under the supervision of 

requirements for Authorized Medical Physicists (35.51) (specify use or device) 

who is a medical physicist (35.961) or meets 

PAGE 3 
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NAME OF PRECEPTOR (print clearly) I 
Jja\/id &,&&in, ~q D 

IRCFORM 313A U.S. NUCLEAR REGULATORY COMMlSSlC 

MEDICAL USE TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 10-2005) 

E. DATE 

I O .  SUPERVISING INDIVIDUAL -- IDENTIFICATION AND QUALIFICATIONS 

'he training and experience indicated above was obtained under the supervision of (if more than one supervising 
7dividual is needed to meet requirements in 70 CFR Parf 35, provide the following information for each) : 

A. Name of Supervisor B. Supervisor is: 

)avid ~IA.McW, WD Authorized User Authorized Medical Physicist 

Radiation Safety Officer Authorized Nuclear Pharmacist 

C. Supervisor meets requirements of Part 35, Section(s) 

D. Address E. Materials License Number 

34 . J ~ O  
for medical uses in Part 35, Section(s) 3S.lOO -Y 35200 

jor-k / , ~ n i ~ 5 i %  tbspital & M ~ , F  

q-5 -2455-0r 

PART II -- PRECEPTOR ATTESTATION 
Jote: This parf must be completed by the individual's preceptor. If more than one precepfor is necessaty to documen 

experience, obtain a separate preceptor statement from each. This part is nof required to meet training 
requirements in 35.590 or Part 35, Subpart J (except 35.980). 

I attest the individual named in Item 1: 

has satisfactorily completed the requirements in Part 35, Section(s) and Paragmph(s) G@O (c )  @)(i)((i 
as documented in section(s) of this form. 5, ba, 6 b ..................................................................................................................... 

11 b. Select one 

3 meets the requirements in 0 35.50(e) 0 35.51(~) 35.390(b)(l)(ii)(G) 0 35.690(~) for 
types of use, as documented in section(s) of this form. 

.................................................................................................................... 
l l c .  

1 has achieved a level of competency sufficient to independently operate a nuclear pharmacy (for 35.980); Or 

has achie 

has achieved a level of radiation safety knowledge gufficien o unction independently as a Radiation Safety 
Officer for a medical use licensee ; Or 

eve1 of competency sufficient to function independently as an authorized 
for i ocm 36 , , oo +. uses (or units); Or 

0 ckp fy.po 3 

1 Id. 

1 I am an Authorized Nuclear Pharmacist; Or 

I meet the requirements of 

or equivalent Agreement State requirements to be a preceptor 

for the following byproduct material uses (or units): 35,100 [md g, 5.200 

E\I&d\IO&. LLmG4i9 bSqi+k[ G2A-W 

VQVJyork, t.;'l loorb +5 -J%55-0 I 

0 I am a Radiation Safety Officer; Or 

3 5'24 0 section@) of 10 CFR Part 35 

or DAMP 

...................................................................................................................... 
A. Address B. Materials License Number 

5-60 335+ w n w  

PAGE 



c DEPARTMENT OF HEALTH PROFESSIONS 
'1 

Current Active - Medicine & Surgery 
Number: 01012 

Fairfax VA 2203 1 

I 

I 

Written Notification of Change of 
Address Required Within 30 Days of 
Change 

*Name Change Request Must be 
Accompanied by a Photocopy of 
Marriage License or Court Order 

c/o Board of Medicine 

M y  New Name* is: . .  

M y N e w  Address is: I 

' "  i . .  
I 

I 

I City, State Zip Code 

Signature (0 101226323) j 
I 
1 

- 1  . -  - -  



.. . . . .. .. .-. . . . . - _. . .... . .. - .-  ..I__.___.______._._._ ~ ---- ~ _ .  .. ... --_ 
David E. C;u~stciii. M.D. 
Assistant Professor of Medicine 
Diy ision ot'Cnrdiology 

Veterans Administration Medical Center 
432 E. Z3d Street 

6-West Room 6005BW 
New York, NY IO0 10 
Tel:(212) 263-4131 
Fax: (212) 263-4129 

EMail: david.gutstein@med.nyu.edu 

March 29,2004 

Re: Certification Board of Nuclear Cardiology 

To Whom It May Concern: 

Dr. Todd Matros has completed a fellowship training program in nuclear cardiology that meets the 
requirements as outlined in the ACC/ASNC COCATS Guidelines [revised 20001. 

Dr. Todd Matros is competent to independently function as an authorized user under NRC 10 CFR 
35.290 uses. 

Sincerely, 

David E. Gutstein&.D. 

NYUMC operates under an Agreement State Broad license #75-2955-01 issued by New York City 
Department of Health. David E. Gutstein, M.D., has been approved to supervise imaging and 
localization studies (restricted to nuclear cardiology). For verification, please contact the Radiation 
Safety Office at (212) 263-6888. 

mailto:david.gutstein@med.nyu.edu


HAVING NET TME REQUIREWNTS PRESCR313ED BY THIS BOARD FOR PHYSICIANS REBlDING 

IN THE UNITED STATES AND H A V ~ N ~  SATISFACTORILY PASSED THE REQUIRED EXAMINATION, 

A DIPLOMATB CERTIFIED IN THE SUBSPECIALTY OF 
IS HERBBY DESIGNATED 

NUCLEAR CARDIOLOGY 
FOR THE PERIOD 2005 THROUGH 2015 



Affidavit of Academic Completion & Competency 
This document is to attest that 

50N 
and lms provided evidence of atttwdnnce in this program and evidence 

of uclzieving the objec fives of this program through examination. 
This proghiiz provides tlzefollowing levels of &complislznzent: 

4 
5.0 Continuing Education Units (CEU) 
50 Didactic Instructional I-Iours (DXF-I) 

In compliance with 10CFR35/AEA 73-689 
50 Board Accepted Hours NUSPEX, Nh/fl'CU I11 b, 

ABMRSO, CFNC, MRLB 
3.0 Semesler Hours American Council on 

Education (ACE), American Association for 
Collegiate Registrars 

\ 
I 

\ 
7 Certifying Official Date Coinpleted \ Certification \ 

19 October 2003 
/,--' 

J 

Ilnstiturte for u cat io n 
Certified, Approved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colorado. Validated by the Accrediting 
Coiimussion of ~e AccreditingCouncilfor C o n t i n ~ ~ g E d u c a t i o n T r a ~ g ,  anational accreditingagencylisted by theUSSecretaryofEducakion. Validated by the American 
Co~mcil on Ediication, recognized by the American Association for Collegiate Registrars, Council on Post-Secondary Education. Licensed by NRC ~ & .. Agreement States. 

i INME1132-Clasg Il-Compl&Comp l lD0 



P A 
Affidavit of Academic Coxnpletiaxa Competency 

This document is to attest tlid 

and lins po'ozlided wideme oflzttetdnnce in this progr'm and evidence h .  

of iicliiwitzx the objectives of this program i h r c q j i  exmiination, 
This p i -opmt  provides the followiiig levels o~accoi??plis~inzelzl: J 

5.0 Continuing Education Units (CEU) 
50 Didactic T ~ i ~ t r ~ i c t i o n ~ ~ l  Houis (DJH) 

11-1 compliance with 10CFR35/REA 73-689 
50 Ronrd Accepted Flours NUSPGX, NMTCl3 TTT b, 

ABMIGO, CBNC, MRLB 
3.0 Semestcr Hours Aiimican Council on 

Educatjon (ACE), hncricart Association for 
Collegiate Registrars 





Affidavit sf Academic Completion & Competency 
This docuineizt is to af tes f  that 

". . -.. nnd has povided euideizce ofnf tuidmcc ill this progrmz nnd mfidmrr 
of achieving flie objectives c?J'tliis propmi flzrouLylz exnrninnfio7 
This propmn yrovides iheiollowing h e l s  of acromplislzm~it: 

-- 5.0 Continuing Education Units (CEU) 
50 Didactic Instructional Hours (DU-I) 

In c0nyAia-w with lOCFJ<35/AEA 73-689 
50 l3oar.d Accepted Hours NUSPEX, NM'rCU 111 b, 

ABMRSO, CBNC, MRLB 
-- 3.0 Setnester Hours hxerican Co~uicil on 

Certification i Y a k  Conzpleicd 

89s r r cation 
Certified, Approved and Regulated by the Division of Private Occupational Schools, Department of Higher Education in Colorado. Validated by the Accrediting 
Comniissionof the Accrediting Council for ContinuingBducatianTraining,anationalaccred~tmgagency listed by theussecretary ofEducation. Validated by the America1 , 
Council on Education, r e c o p e d  by the American Association for Colkgiake Registrars, Council on Post-Secondary Education. Licensed by NRC & Agreement Statps 

I 

INME1 132-Class IV-CornolRCmr~ 1/00 



NYU Medical Center 
Radiation Safety Office 
550 First Avenue, MSB, Room G58 
New York, NY 10016 
212.263.6888 Phone 
212.263.8581 Fax 

December 18,2006 

Cardiac Diagnostic Services of Virginia 
8508 Arlington Boulevard, Suite 320 
Fairfax, VA 22031 

Dear Ms. Pattie, 

This is to verify that David Gutstein, M.D. is an authorized user, as approved by our Medical Isotopes 
Committee, for imaging and localization studies for diagnostic cardiac imaging. The broad license that 
covers this work is license number 75-2955-01, issued by the New York City Department of Health under 
the agreement state program of New York State. A copy is attached 

Please contact me if there are further questions. 

Sincerely, 

Steven R. Wagner, M.S. 
Associate Director of Radiation Safety 



. .  

Page 1 of IO Page: 

CITY OF NEW YORK 
MEIIOACTIVE MATERlALS LICENSE 

Purbuaril  10 ilic N e u  York Cily Chrirr  atid Arriclc I75 of t he  New York Ciy Health Code a id  in reliance on statements and representation! 
heretofore iiiade b) litensce designated belo\\. a license IS hereby issyed authorizing such licensee to transfer, receive. possess and use 1hc 
radioactive material(s) designaied helow: a1.d IO us? such radioactive malerials for the purposqs) and iit the place(s) designated below. 'rhi! 
limm is sul?jeot to all applicahlc rules. regiilairorls and orders now or hereafter in effect o f  all appropriate regulatary agencies and to an; 
c o n d r t i ~ \ ~ i  sprc~ tied helo\\ 

11) accordance with Application dared 5 F'cbruaq 2004 f'mnr Robert Glickman. M.D., Dean, New York University School of Medicine and CEO 
New Yorh Lniwrsity Hospilal: Liccnsc nuniher 75-2955-01 I S  hereby amended to change Items 1 ~ 3b. S(B). S(C), SCD). S(E), 7(H), 80% 6(K) 
:(K), 8 (K) .  R(1.j. &MI. S(h'1. S(K), I'cwditions 9(H). 9(Kj. 9(R), 10. 13\ 24, 28, Thefotal Possession Limit. toadd Itern'sG(S). 7(S). SiS;),b(T) 
?[Tj .  %T), Conditions 9tSI. %Ti. and Itcni 10 is cot-recied LO read: 

-~ ~ 

LICENSEE 

3a. Liecitse Number: 75-9955-0 1 

- 
3. Reference Number: 86-96 

6' Radioactive tnafei-ills (element 7 .  Chemical and/ur physical fora) 

(ieiwrators with an active ( i . c  not 
\ v i i l d i m i i  or leiiinlinated) "Sew 
Drti g I\ pp I ication '' i N DA ) 
approved by FDA 

Generitors iviifi a~ active (ix. nor 
WI Oidrawn or terminated) "Yew 
Drug Application" (hlD.4) 
appro\,ed by FDA 

Perttxhncti t te 

Any 

8. Maximum qusatity licensee niay 
possess at any one time 

1 S.5 Gigabecquerels each, except 
as listed belour 

300 tiigabecquerels 

SO Gig;tbecqucrcTIs 

SO Gigabecquerefs 

5 Gigabecquerels 



.. 
“ C O R K E ( T E  a c’or1-v” 

CITY OF NEM’ YORK 
RADIOACTIVE MATERIALS 

LICENSE 

6. R a d i o a c ~ i w  matcrials (eleinciii 
11 U 111 bcr 

(? f 

I M t 

Paee 2 of IO Paee 

4 in en dmen t Nu tn bcr: 

Reference Yuniber: 35-96 

7 -- 

I .  Chemicil and/or physical form 

Sealed Sources with an actibc (i.e. 
no1 w~thdrawii or terminated) 
“SafPty Evaluation of Device“ 
published in KRC “Registry of 
Radidactive Sealed Sources and 
Detkes“ 

I~‘luorodcosyg1i1cose F- 1 S lnjection 
and F- I 6  Labeling 

Scaled Sourc.es (CJS-US Inc. Model 
#CE&Qk?S- LAPlB Model J V C )  

Sealed Sources (Nordion, Model C- 
3001) 

Sealed Source (Nuclear Enterprises, 
A40del2.503-3) 

Sealed Sources with an active (i.e 
not wirldrawn or terminated > 
”Safety Evaluation of Device” 
published in NRC “Regis!ry of 
Radioactive Sealed Sources and 
Devices” 

Sealed Sottrces with an active (i o 
not withdrawn or terminated) 
“Safety Evaluation of De\.ice” 
published in URC “Registry o f  
Radioacli\*e Seated Sources and 
Devices“ 

Scsled Sources with an active (i.p. 

not withdrawn or temiinated) 
“Safely Evaitmtion o f  Device“ 
pkiblis!iec! in  YRC “Regislry of 
Radioactive Sealed Sources 2nd 
Dwiccs” 

Line Sirtirces {i‘lonh ,%men’can 
Scientific. Itic., Model MED 360! ) 
* r * * * Y x * z * * * * * * * * * * * * ~ ~  

8. %faximum quantity liccrisee 
may posses a t  nny one t ime 

25 Gigbecq tiersls 

100 Gigabecquercls 

I50 Tzrabecquewls total, 3 
SDLI~CCS of not tilore th in  62.9 
Terabecquerels each 

I 12.8 Terabecquercls total, 2 
sources of not more than 56.4 
Tera becquerrls each 

I4 Sources riot 10 exceed 925 
lilegabecyuercls per source 

7 Sources not to exceed 18.5 
hlepabecquerels per source 

7 Sources not IO evcecd I8 5 
Megabecquercls per ~ I T R  

67 Gigabrcquerels iotal 



. *  

"CONREC'TED COPY" 

CITY OF NEW YORK 
RADIOACTIVE MATERIALS 

LICENSE 

6 .  Radioactive materials (clemenl 
oumber 

Page 3 of 10 Page! 

License Number : 75-2955-0 i 

Keference Number: 86-96 

7.  Chenijcal andlor physical form 

Brachytherapy Seed Sources 
(Novosb? Covoraiion, BEBIG 
Model SrO . S G }  

Brachytlierapy Sealed Sources 
(Novoste Corporation, AEAT 
Model SIC W.2) 

Scaled Sources (Varian Medical 
Systems. Model SL777V and 
VS2000: Onlllitron International, 
Model SL-777V) 

Sealed Sources (CTI Services, Inc. 
Line Sources and Uniformity 
Phantom) 

Sealed Source (PTW. Model 
T480 12) 

Sealed Source (Nuclear . 

Enterprises, Model 2503-3) 
*ICl~hL******aO**S*** 

8. Maximum quantity licensee may 
posses at any oiie time 

19,5 Gigabecquerels, no source 10 

esceed 185 hlegabecquerels 

5.3 Gigabesquerels, No source to 
exceed 185 Megabecquerels 

1.776 Terabecquerels Total, 4 
Sources no1 more Ihan 481 
Gigabecquerels each 

250 Megabecquerels 

33 Megabecquere!s 

200 Megabecquerels 

THE 'TOTAL POSSESSION LIMIT FOR ( A )  THROUGH (Xi) SHALL NOT EXCEED 270 TERABECQUERELS 

CONDITIONS 
9. A I J  rhor 1 CL'J c:w. 

( A )  through ( 1  T) Metcdic:tl research, diagnosis and Iherapy (Broad Human-Use). Research involving the use of licensed material 
hi ~r on 5uiudn subjecis am): only bs conducted if  such material is covered by a current IND or NDA, or such research 
has the ;ipproval 01' h e  liisrilutional Review Board, [lie Medical Radiation Safety Committee, and a Radioactive Drug 
Research Corninirtw (RDKC3 niiihonzed by FD.4. 

! I 1  In a Model IBL-437C lrradidror for Biological hdarerials (manufactured by Cornpagnie ORIS Industrie and distributed by 
CIS-US. h c . )  f o r  t h t  irradiariciii of biologtcal samples (Yon-Human Use). To be used in Room I I W 2 3 ,  Bellewe Hmpiral 
Ccnkr. 

( J )  In  .I MDSINordlon CiaoimC!ct.1I 3000 Elan-Type 11 Gamma lrradlamr for h e  i r radiatm of biological samples (Noli-Hunnr 
Use) To be used in Room RRG19. Tisch Hospital. NYLJ Medical Center 

i'L I Flood calibration sources Won-Human Use) 



--- I 

"CORREC'TED COPY" I Page 4 of IO Pages 

License ,Yumber: 75-2955-0 i CITY OF NEW YORK 

LICENSE 
RADKOACTIVE MATERIALS Anlendment Number: 7 

Reference Nunibcr: 86-9B 

( 0 )  

(P) dnd (Q) In up m ten (five for use arid ( ~ v e  lor replacemenr) Novoste AlW0 Series Transfer Devices for roulme use in coronary 
~nri~vascu!ar brach>therdp! as  part of [lie Bcla-Cdh 5 Ft and 3.5Fr Systems as authorized under FDA PMA MKIOIS/Si8 and 
PWN 161s 15, respecri\,rly 

For usc 111 gaiiun:! caiiiu,i\ 

( R ,  I n  iwo ( 2 )  Variiiii Medical Sgsrtms, VarrSouros HDR Remole Afterloader Brachytlwi-ipg Units (bur no1 the low-speed 
drive design of \his niodel) for intc.rsii[ial. intraca<ity. superficial, and bronchial rreatment of cancer in liumans. No 
source grearer t h n  370 Gigabccquerets shall be installed in any unit. To he used ii7 Room HClO1, Tisch Hospital, NYU 
Medical Cenrer. orid 111 rht  New York University Medical Cenier Cancer Cenler. 

IO. 

11. 

12. 

13. 

11. 

IS.  

16. 

I?. 

18. 

19. 

20. 

The rdioaciive material m a j  bc used oiily ar ihc New York Uri~vers~p Hospitals Center campus bounded by E 30th Streel. Fir% 
Ai~nut.. E 34th Street and ~hr FDR Drive, at the Bellevue Hospmt Center campus bounded bq E 25th Sweet, Fust Avenue, E 30@ 
Sttezt and the FDR Drivc, .tnd :I( ihc NLW Yolk University Medical Center Cancer Center, 160 E 34th Streel; New York, Ne* 
Yo1 x 

The licrnscc sha!] compl;; w i t h  (he prcivisions ot Article 175 of the New York City Health Code enritled "Radialion Conirol." 

Ficilurr to pay thc fee cor iiispeLrltm ol'h radioaciive inarerial site, upon notification from &e Deparunenr, will resuh in renninatjon 
nl'ihis Iicmse. 

K.itIioactiw inateriais ~ 1 ~ ~ 1 1 1  bc irscd by. or under ihr supervision OK individuals designated by !he Radiation Safety Committee of 
Ncw York l.inr\.ersity Mcdic;il Center and Bellewe Hospital Center, Manfred Blum, M.D., Chairman. 

.. 1 hc radiitioii safi.1~ officer. fbi. This I i c e i w  is Clirisroplier Marshall. Ph.D. 

Tlic tlieinpy physic is^ for ihis license Jrt Susan Brounie, D.A.B.R., Keith De Wyngaen, D A  I3.R . Chnstine Hitchen. D.A.B.R, 
Ken! Hnn. D.A.B.R., and Eugenc Lief', D.A.B M P. 

Rndioacrive material as sralcd source< sliall not be opened by thc licensee. 

I he USC OfriidInai.tl\ c inatcl-ials in or a n  Iiumans shall be by, or under the supenlision of. physicians. 

're~.hn~ritrni-99111 Libeled sulfur colloid preparations which appear flocculent or aggregated shall not be used in humans. 

The licensee shalt establish wrirten procedures Ibr personnel perfomiiiig tests 10 detecl and quantify molybdenum-99 contaminalion. 
Thcse procedLrres shall include all ncccss;iry calculations and steps 10 be taken if activities of molybJenum-99 in excess of the limits 
specified i n  Sectinn 175.103 ofthe New York City IHcalfh Code are detected. 

Personnrl perfumiins t a t s  to detect and quanrify molybdenum-99 shalt be given specific traiiiinp in performing these tesfs prior tu 
coriducting stidr tcsts. 

'llic licensee shall maint;iin for inspection by the Office of Radiological Health. resulls of each ILSI performed tu dctect and quantify 
molybdenuni-99 contamination and records of twining given 10 personnel perfurnling these !rsts. These record2 shall be niainrdiried 
for ilirer ( 3  I years foIIou,ii\g !he perfonmiice o f  these tests and the training of personnel. 

* * I  U * * 4 * * * * * + * B * * * ~ * * X * * L * t C + u * * * i + * , * * * * * t * ~ *  
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"CORRECTED COPY" Page 5 of I O  Pages 
- -  License >umber: / 3-29554 1 CITY OF NEW YORK 

LICENSE 
RADIOACTIVE MATER XALS A nlrndment yurnhpr: 7 

Reference Number: 86-96 

For individtials open xnd/or prepare oral solutions of iodine- I3 1 for therapeutic doses, sui ieys (e.g. measurement of iodine-131 
in ihr th\:rc?id gland of [aborarory personncl inid contamination surveys of personnel, equipment and facilities) sliall be peifomed io 
detennine complimce wi!h Scc(ion J 7.5 I O?(f)(?) of the New YO& City Health Code. 

Tlie folio\\ ing cor~diiions .ippIy for iodine- 13 1 radiopharrnac~uiical therapy: 

Paiient rclease shall be based on t i he r  of rhc 13llowing conditions: 

( 1  ) The acrivii); administerrd io the patieiii or &e patient's calculated activity has decreased LO less than 1.2 
Gjgabecquerel, or die measured rnasimum dose rate at a distance 1 meter from the patient is less b a n  0.07 
InSvlhr. 

(21 M c a s u r d  dtid docuriirrued patirni-specjfjc parameters which otherwise result in compliance wirh the 
requminctiis iit' Section 175.103(~)(9;) of the New York City Health Code. 

The radiation safety guidancc required by Section 175.103(f)(3) ofthe New I 'd  City Health Code shall be provided -1 
supplymg the rrlsased patienr, or die patielrt's competent representative, with bofi oral and writlen instructions on the risk 
of radiation and nitihods of reducing exposure 10 other individuals. The written instructions sha11 at least include flit 
follnwing items- 

[ 1 ) The name arid telephonc number of a knowledgeable person to contact hi die event Ole patlent hss any problems 
or quesrioncj 

(2) information regarding the rype of treament given 

( 3 )  Prccauuons regarding distances rftat should be maintained from other indi\.iduals, including separate steeping 
arranprmeuis. 

(4 J Precnuiions regardins rnininwrrig time in public pfaces. 

( 5 )  Precautions to reduce the spread of radioactive contamination (including. but nor liniited to, vomitus and urine). 

( 6 )  The lcngdi u f  time each o f  the precautions shouid be in effect. 

.A "Record of R C I C I I ~ "  .;lull be maintained for each palient and shall contain ar leas1 the l'oikowing items: activity ar 
admhsirarion, any rcquii =d decay ~alcular ions~ dare and t ime of patienr release, "opy of tht patient's written instructions. 
and it '  required for paticni rcleasc either parlent's dose rate measurements (including Lhe specific survey insirument used 
and lhe name 01' ihe indi\:idual perforniirig lhr survey) or patient-specitlc paramelm. 

Tlir following condiiions apply lor pzriuaneni brachyiherapy implants: 

(a) Iodine-125 impfan! patient's release shall be based on either of the following conditions: 

( 2 )  The inensured maximum dose rate a t  a distance 1 meter from the patienr's targel organ is less thaii 0.01 mSv/llr. 
~ h * * ~ * V X * * X * h * * * * C * , * ~ * * * * ~ * ~ * ~ * ~ * *  
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(b) Palladiuin- 103 implant paiienr's release shall Ix based on either of the following conditions: 

(1) The acrivicy admiiii$lercd to the parient or rile patient's calculated activity has decreased to less h n  I 3 
Gigaahccquerel 

( 2 )  The ine;\~urcd niaxunum dost rate ar a disrance 1 meter from ihc pallent's large1 organ is less ihan 0.03 niSv/hr. 

tc) The radialion satery guidarice required by Seslion 175.103(h)(3) of the .Ueur Z'ark City Heal& Code shall be provided by 
supplying die released paiirint, or die p a h i ' s  competenr representative, with both oral and written ~ n s t ~ ~ ' ~ ~ o n s  on the 
risk of radiacion and rncrhods of reducing exposure to other individuals. The instructions shall at least include h e  followin! 
i tans . 

I, 1 ) The nanic ;itid telephone number ot' a knowledgeable person to contaci in the even1 die palienl has any problem 01 

C]UCSI 1011s 

( 2 )  r\ d c s c r i p i i ~ ~  of  the size and number of implanted radioactive seeds. 

( 3 )  Spr~iticaiioii of' ihe lengrh of lime ilre patient should remain at specified clisrances from other individuals. 

(4)  That any bandqc's o: linens illat come into contact with the impiam as well as the patienl's urine voided rhrough 
a provided sirainx siull be examined for any seeds that have been released from the impfan1 site Any released 
seeds shall bc ha-idled K i t h  a prokided tweezers and placed in a provided container away from oher persons. 
The individual referred 10 in Subcondition (c)( 1) above shall be nolitled in order to properly remove and dispose 
of any dislodged and/or urinaied soeds. 

td) 4 'Record ot Retease" shaIl be maiiGsmed tor each parienl whch documents at least thc following Irerns: nctrvJtJ a1 
~~dniinistratioii. any rcquired decay calcula~ions. daw and tune of patient release, copy of patient's written insvuclhs, and 
rf  requited for patient release, patient's dose rate meawirement$ including the specific survey instrument used and the namc 
o l  the individual pertbrtnmg ihe survey, 

The fulloning subirenx 1eli.r to I I W  htgh dose rare remote afferloadcr brach>?.therapy uni ts  possessed by the licensee, henceforth 
refer rrd IO uc the Lhiit ( w h ~ c l i  prcsenfly ,ire two ( 2 )  Varian Medics1 Systems VariSource I-IDR Remot? Afterloader Bnchytherapy 
L'nlis): 

,411 oprraiurs 01' t l ic Ln i i  o i t w  iliaii auihoiizcd physiciaii users niust be Ne\\ York Starc licensed radiation therapy 
lc~hnoiogisls. 

,. 1 he Unit shall bc Inbc.[ed \vith ihe iadiation symbol and the appropriate wording, "Caution" Or "Danger" and "Radioactive 
h.1 at en a i" , 

The writicn iiislriicrion for o p e n i i c ~  a d  safety cuiiiaincd in the manufacturcr's Instruction Manual shall be followed and a 
copy o f  ihesr iiisiiuciions dial1 be made a\:ailabltr to each individual using or having responsibility for tis? of'tlie Link 
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Ih11y (01. on each dciy 0 1  L I C C )  c h t c k s  of rtir [!nil shall be performed to ascertain: 

( 1  ) 

( 2 )  

1. ;  I 

( 4 )  

U'riittn cmersency iiisrruciiaiis b l i a l l  be posted at the Unit console. These instructions shall inforni rhc Unii operator ofthe 
procedure lo br fo)lo\vrd ~:hould Idshe be unable to return the source(s) to the shielded position with controls outside the 
treatmelit room 1 liest ~iistructioiis sh311 caution individuals io avoid exposure to ihe unshielded source(s) when in tile 
lrcatmciii room arid \ l i a l l  iiiclude specific iiisiructions for: 

t 1 1 

( 2 )  

[ 3 )  

1.4 I 

P:!w to iiJi1i;ttioti o f  a treatment program using Ihe Unit and subsequent to each installation o f  iridium-192 source. 
rd i : i t ion surveys and tests sh~ill be perfoimed in accordance with the following: 

( 1 1  

Guide lubes :ire licc of kinks 01- otlicr iinperfections. 

Reprodricibility o f  source positioning within catheter IO within -L Imm. 

Proper I'tiiicrtoiiinp 0 1  room inrerlocks 

1'ropc.i ( ~ ~ I ~ C I I O I ~ I I I ~  L ) : ' V W I C ~  posiiion Indicators (e.g. lights, alamls. room inonitor). 

Loc:\tiiig ;md using [lie desice for riiantmlfy returning the source(s) to the shielded position. 

Rcmo\ ing ilir paiicnt fiom ihe ii-eatment room. 

SecijiTnp, LIIC room againsl unauthorized enny. 

Soi i fy i i ig  (lie rcrponsible physician or radiation safety officer. 

A rJdiiition s[itvcy shall  bc made o f  

[i) Thc Unit's source housing with the indium-192 source in thc shielded position. T h e  exposure rate shall 
not csceed [lie values sprciiicd in the Registry ofltadioactive Sealed Sources and Devices. 

All areas adjacent to the treatment rooni with the Units sotirce in the treatment position. Tile siirvey shal 
be perfomled \vi th a phantom-and clearly establish: 

i ha[ m d j ~ i o n  levels in restricted areas are not likely to cause persoirnel exposure in excess of the limits 
specified in Section 175.01(c) of the New York City Health Code. 

l ' l i i i l  ~-itdi;{tiol~ I w c I s  in unrestricted areas do not cxcted the limits specified in Section I75.@3{d) ofthe 
Yew Snrk  City Health Code. 

( 1 1 )  

.. 

(13 

* ~ * I * * * * * P * * Y Y * * * * * * * ~ * ~ ~ * ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ I ~ ~ ~ ~ ~ * ~ ~ ~ ~ ~ ~  
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( 2  1 I ests dull be ins& IO detcmtine proper operation of: 

(i) Elzcmcal iii(erlocks on rnrrance doors to tbe Unit tTeatment rooin. 

( 1 1 )  Tlic Cn i i ' s  wurce shialded!unshreld~d indicators both at  the source housing and on the control panel 
outside ihr wcaiiiieiii rootit. 

( i l l )  The Ptiif 's ireamlent riniing device. 

(31 ;\ repon of' the rcsulis of ihe n h w r  stineys and tests shall be sent to the Radioactive iMaterials Section, Oflice of 
R;idro\oycnl tfeolih, 2 I .af,nyeiiz Strca. 1 1 tk  Floor, Ne\v York. Neiv )'ark 10007, not later than iliir~y (30) days 
I'ollowrng each ~risi:~lIaii~m ol'tlie Utiir's source. 

Ally changes niade in i~oaiment room shielding, locatio11 , or use of ale U n i t  u7hich could result irl an increase h radiatiot 
IC\ CIS in Lituesiricitd arcas outside of the treatment roam and made subsequent to the completiop of the initial radiation 
surwy  pcifbi-nied in accord;~~icc witti Subiiem (h j  shall be evaluated by a radiation survey made in accordance the 
requirements al Subiiem ( h f ( J  )(ii) A report describing the change(s) and giving the results of the sunqfs), shall he sen 
to !fie Radioacri\ c .\1:m-iaIs Section, Office of Radiological Health. 2 Lafayene Strrec!, I 1 th Floor. N e x  York, Hew Yorl 
10007. ~ r o i  later i h i i  iliirty ( 3 n 1  days following completion ofthe change(s) 

h c h  Vnn shall hc fully inspected and serviced during soiircc replacement to assure proper functioning of the source 
exposure niccliaiitsni. This inspection arid servicing shag be performed by Varian Medical Systems. or by persons 
specifically auihoi ized to do so by the U.S. Nuclear Regulatory Gommissioo or an .4greenient Stale. 

'?'he foilowmg sliall he perfomed by Varinii Medical Systems, or by persons specifically authorized lo do so by the Lr.S. 
%Jclear Regiilah~i). (~iwitmssioi) or an Agrecrnenr State: 

( h t a l l a ~ i o i ~  relor:~tion or removal of the Unit containing sources. 

( :\ A n y  rnai i i t t t i3i i~:  or rcpair opcratioiis on theVnit involving work an any mecltanmi that could expose lhr  
sotirce. rcduce chc. sliieldiiig around the source, or compromise the safety of  he Unit and result in increased 
radialion ir\,els. 

Following source e:xchangc aiidior any source repairs and before its inedical use, the licensee shall calibrate each lridium 
192 iraled source in the L i r i i t  The sourre otitput shall be determined to within an accuracy of& 3 percent. 

Thc ~ I N I : ~ C L  10 thc room wtieic tlir Umt is located shall be equipped w i t h  an electrical interlock systeni hat w i l l  return the 
Jet ice's source IO (lic shicldcd posiiioii imt~isdiately upon opening the entrance door. The interlock system shall be 
connecred in siicli il iiiaiirirr h t  tlie device's source caiinot be moved into the irradiation position tinti1 the treatriient room 
entriinre door is closed 2nd tlic source "on-orf' cotit~of i s  reset at the control panel. 

- .  I lie Unit room shall 'ne cqtiipped wiih a radiation nioniioring device wliicli continuously monitors the source condit;on and 
is cquipped with ii  bitck-t~p htfery po\<w s~ipply Cor emergency operation. This device shall energize a visible signal io 
inake ihr operator con~i i i t~ i~ i i s l~~ a w m  source cotidition In order that appropriate emergency procedures may be institutec 
I(.) prweni unncccssary rxliaiioii exposure. Opcratirrg procedures shall require daily c?peralional resting ofthe insralled 
radiation moniior. 
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( 0 )  l iclocii i iori of  ihc [Jnir 10 a iiw location is nor permitted without a license amcndinent from the New York City Depcmmai! 
0 1 '  f lealth. Followng stich anierrciijieni and relocation. a radiation survey shall be made and reponed to the Office of 
Kndiological He:iltli wirliin t l i ir(y {TO) days after conipleiion ofthe move. 

(p) loiniedia~cly aftcr coi~~pleting paiietii meatnicnt witli the Unit, the licensee shall conduct a radiation suivcy to eiisure that 
the soursc has been ronoved from the patient. T i e  area of use shall also be surveyed to cnsure proper return of the source 
ti) the shielded position. The licrnsee shail make a m o r d  uf  each survey and retain the results for at least thrce (3) years. 

1.1) Tlic procedures contmitd in [lie instruction tnanuals for the device shall be followd and copies of these rnmuds shall be 
iiiade a\ ailable to each person using or hating responsibility for iise ofthe radioactive niatenal 

( h )  .]'he lrceirsee sl?all not perfomi repairs or alkrations of  the irradiator involving removal of shielding or access IO rhr 
licensed inaterial Reinova[. replacemenl and disposal of sealed sources in the irradiator shall be perfoimed by a person 
spciificalty liccnsccl by h e  US. Nuclear Regulatory Commission or an Agreement State lo perforni such services. 

( 5 )  After Installation of  t l > t  inadiltior and its cesium-I37 sources and prior to the initiation of the irradiation programs. 
jnstrumenr survc!*s shall he conducted to delemine radiation Levels around, above and hclow the irradiator with the sources 
in ihe imdiatc position and with thc sourccs in  the shielded position. A detai1c.d report of the results of the survey shall be 
srni io thc Radioacrive Materials Section. Office ofRadiologica1 Health. 2 Lafayette Street. i 1 th Floor, New York, F e w  
\'oA 10007, no[ latcr than thiriy (30) days following the installation of tlie source(s) 

(d l  l i ; .  gmnia irra&dror operators shall w a r  a film badge at all times while on dut? and an extremity mdiation monilonng 
de\ i ce  (111 the fonu o f a  ring dosimeter) wheii operating the irradiator. 

Conditions for ~isr o f  t r i t i u m  Iniore ihan 3.7 gigabrcquerets in noncontaincd farm): 

(a1  Indi~idunls  invoh'cd in  operariotis vchich utilixe. ai aiiy one time, more than 3.7 gigabciqucrcls of hydrogen-3 in a noncontaincd form 
(other Lhan metallic fo!l) shall ha!.c b i o s s ~ y s  pcrformed within one ( I )  week following a single operation. and a weekly intcrvals for 
cuiitrnuing operations. 

l 'lxitim sliall nut bc. used in such a manner as to c w s c  any individual LO rxeivc a radiation csposurc such thar urinary excrrtiqn TDICS 
C . \ C L \ C ~  790 kilobect~ueralz nf triliuin per liter whcn averaged over a calcndar quarter. 

I r i n a f y s  shall hr pcrro~-tncd ;ti \vcckly intervals on all individuals who work in Ihc rcstriclud arras of facilitics in  \vhiclr wiriuni is 
u s d  l i i h c .  irvcragr coi~r.cniri~lion oitririuiii iii urine icir any single individual during a calendar quarter is less thm 370 kilobccqucrel: 
pcr liicr, urinalysis shall bc perfomied on thai individual at monthly intcnds for thc following calendar quarter and may conlinue ai 
Innnihly intery;lls so long as the sveragr cnnccntration in the calendar quartcr remains belot: 370 liifobecqucrrls pcr liter. The urine 
spccimen shall hc collected on the s i m e  day of the  week insofar as possible. 

(1) )  

[ c )  

* * * * * * * * * * * * * * * * * * * * * * * * *L** * * * * * * * * * * * * * * *  
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(J) A rcpurt oTon atrrogc cwccnwiion i n  excess ofihc limits specified in siibiteni c abovc for any individual shall hc filed, in Svriting, 
t\ iiliin thiny (301 d a y  of the end ofthc calendar quarrcr with the Radioactive Matenals Diyision, Office of Radiologicd Health, 
3 I-afayctre Sirecr. I 1111 FIwr. Ncw York. N c w  York 10007. The report shall contain the rcsulrs o f  all urinalyses for rhe individual 
Juring tlic calendar quarter. the cause o f  (lie exccssivc concentration and the corrcctivc sieps, r&en or planned, IO assure against 
recurrencc 

A n y  single urinalysis which discloses 3 conccniration glrafcr than I .85 nlcgdbecqucreis per liter shall be reported in writing, wii l i in  
sc\'cii ( 7 )  days of the liccnscc's ruccipi of ilic results, to thc Radjoactivc h.latcrials Division. Onice o f  Rndiological I-lcalih, 1 1 th Floor. 
Z Lafaycttc Street, Ncw \'orkc. h'tw York 10007. 

( C  I 

Any iailiopliannaceutical or radiobiologic with a curren~ and active IND issued by FD,4 shall be used in accordance wiih Titlc 21. 
Part .? 1 Z of The Code of Fcderal I<rgularions or any SLICCCSSO~ regulation. 

E\ccpt 41s spccilkally provided oihrr\vire in this license. the liceflsee shall conduct its program in accordance with the s~aternents, 
representations 2nd pcoced~rres con!aincd i n  the documents including any enchsures listed below. Article 175 o f  the New York Cit! 
Hesllh Cod? shall gavetx iitrless the stateimits, representations and procedures i n  the licensee's application and correspondence are 
more restrictive t lian the regu \atinn s. 

T\ \o  (2) letters diiicd 14 February 2002 

4ppfic;itiori d a t d  I9 Febriiary 2002 

L&r dareJ 20 l.ebiuary 2002 

ILclter d:irzd 72 I'ebniaty 2002 

Lerter d;itctl 25 Fehruciry 2002 

teltcr d c w i  17 April 2002 

Let t r i  dnirtl 25 April 2002 

I-eur i  dated 25 June 2002 

1,erre.r diitcd 5 Vovetxbcr 2002 

i\pplic:irron dated 5 Fcbruary 2004 with ancillary materials 

1.errt.r cla~cd G I.'ebrunr\? 2004 

I-etlrr dated I S  May 2004 
+ * * * * * * * * * * C * * * * * * Q * * * * * * r k * * * * * * * ~ * * * $ * * * * * * * ~  
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Uat c: r \ p '&&,--J/ 
DPHfih Daniel P. Hayes 

Scientist 
Radioactive MateriaIs Division 
Office of Radiological Health 



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

7 /F/&-o7 , and to inform you that the initial processing which 
includes an administrative review has been performed. d  mi^/^ p>='*$d;t-Q/ 

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. 

0 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 l* 1 7  7 . 
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) 

(6-96) 
Sincerely, 
Licensing Assistance Team Leader 


