
Cham bersburgsM 
an affiliate of P Summit Health 

Hos ita1 

May 8,2007 

U.S. Nuclear Regulatory Commission 
Material Licensing Branch 
Region 1 
475 Allendale Road 
King of Prussia, PA 19406 

RE: Amendment to Radio ctive Li 
The Chambersburg Hospital 

Gentlemen: 

THE PEAK O F  GOOD HEALTH 

Please add Amir Batouli, M.D. as an authorized user. Included with this 
amendment request, is Dr. Batouli's ABR board certification, form NRC313A 
(Preceptor Attestation - 4 pages), and a copy of the New York City Radioactive 
Materials License under which Montefiore Medical Center is covered. 

If you have questions, please do not hesitate to contact the undersigned. 

Sincerely yours, 

M i c e  President 
Administration 

Enclosures 

I12 North Seventh Street P.O. Box 6005 Chambersburg, PA 17201-6005 (717) 267-3000 www.summithealth.org 

http://www.summithealth.org
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CITY OF NEW YORK 
RADIOACTIVE MATERIA1 ,S LICENSE 

Pwsuaiit to the NCW York City Charter t4nd Article 175 orthe New York City tleelth Code and in reliaxc on statemcnts and rcpresentati 
heretnforc made by liccnsce desiynntcd below, a license is h e b y  issued ruthor'izirlg such Iicarisce to transfer, receive, possess and use 
radioactive rnuterial(s) designated below; and to use such radioactive materials for the purposc(s) and at the placr(s) designated below. IT 
licmic: is subject to all applicablc rulcs, regtiltitions arid vrdcrs bow or hereafter in effect ut' all appropriate t.6gulatot-y ngcncies and io i 

cvnditions syecificd below. 

I n  accordnncc with Applkxtio~i dirlcd 24 March 2004 from Peter Setficzuk, Vice President of Clinical: Services, Moritefiore Medical C:cni 
1. iccnsc nu~?ibrr 752885-01 k hereby nmendcd in its mtircty to wnd: 

c__I' 

LICENSEE 

3n. License Number: 75-2885-0 1 

I. Name: M o r i t r h c  Medical Cknter 
3b.. Amendment Number: 19 

Any radianctive rnaterid with 
atomic number 3-83, inclusive, 
except as listed below 

Hydroget1- 3 

Strotitium-90 

. -__I 

Radloacrlve materials (elcartnt 
nu m b q )  

' ,-,- 

Sealed Sources Mold (AtIantic 
Rtscarch, Madcl B) 

Generators with an active (Le, not 
withdrawn or tminated) "New 
Drug AppIi cation" (NDA) 
approved by FDA 

******r*+************** 

a. Maxinwm quantity l i c e n m  may 
pasoem at atry une time 

3.7 Gigabccquercls each. except as 
listed bchw 

7.4 tiigabecqucrels 

7.4 Gigabccquenls 

333 Gigabecquercls 



Technetium-99m 

Iodinc- I25 

Iodine-13 I 

Xcnon - 1'3 3 

Gadolinium- 153 

I 

1 

I 1 may povses at ahy one t h e  

Gencraton with mi a,ctive (i.e. not 
withdrawn w terminntcd) "New 
Druk Application" [NDA) 
nppiuved by FDA 

DTPA Aerosol with  TI Hctivt: (i.t. I 
not withdrwwi or terminated) "New 
Drug Applicatiotr" (NDA) 
uppl-ovcd by FDA 

Scnlcd Sources (Nordivn 
htornntional Inc., Models C-23yC- 
236 ahd C-324/C-236; Ameishatn 
C5$. M o d d  IMC. P2.'Gntic}tcm, 
Model 6525) 

Sdiiled SouI%C- Smds 
(MediPhysicdAmetshm, Models 
$702,671 1,672o; Saurce Tech 
Medical, fLC, Model STM 1251) 

Any .. , . , . .  . .. .. 
I I. I. 

Application" (NUA) &roved by 
FDA . 

I , . . . I .  
. I  . ,. ,... , . I . , , . . .  ( .  .. , ' '  

;,,,!',-'j i::: '. , 

, , ; ;?., .  .sh:i&6*irc;s: .. , . . (kinnesQa , 
:I.. 'Mi SI. .I. tiuf,~&2rNuc,ear .,;,+ \",rur..lr? ._.., , 

Assoc~wtcs, and Arnersham) 

Sealed Sources (,Amasham CUT.. 
Model #GDC,CY 1 or Lunar GD 
Series; New England Nuclear 
Corp., Model Nos, NER-430, NER; 
43 I : Gulf Nuclear, Model #GD-1 ; 
or Biosources, Model #OS2 13h) 

Sealed S o m e  (Best Industries, 
Modd 8 1-01) 

Sealed Sources (Mallinckrodt 
Medical BV, Model URN 07736) 
+***********+*****+* 

(E} 333 Gigabccqucrels 

(F) 5.6 Gigabccqucrels 

(G) 21.2 Qigabecquetcis, 2 S O L K C ~ S  of 
not morr than I 1 , l  
Gigabecquerelv each. 

37.0 Gigabccqilerels 

I 18.4 Cjigabccqucre1.s 

166.5 Gigabecquet'cls 

11  1 aigahecquefils, 2 s o i i m s  o 
not more than 55.5 
Gigabecquerris each 

26 Gigabecqrterels 

I .78 Tetabecqucrels, 4 soutcos of 
not more than 444 
Gignbccq~rerels cach 
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CITY OF NEW YORK 
IT ADIOACTIVE MATERIALS 

LICENSE 

Crsium-137 

Fluorine- 18 

P a p  3 of' 15 P, 
cr.. 

Liccnve Nwnbcr: 75-2885-01 

Airicndnicnt F'urnbar: 19 

Reference Number: 188-7 

7. C:heniicrl and/or physical form 

Scaled SOtJrCeS with tm active (La 
not withdrawn or terminated) 
",%fcty Evaluation of Device" 
piiblkhcd in NRC ",Registry of 
Radioactive Scaled Sources arid 
Devices" 

SealcJ SOUKXS with an acrivc ( i .e.  
not witlidrwn or tcminated) 
"Safety Evwluation of Device" 
published in NRC "Regisny of 
Rudioactivt Swlcd Sourccs and 
&J&'* 

T') Titanium Alloy 

U) Scaled Somas  

V) As a radiopharmaceutical with an 
active (i.e. not withdrawn or 
terminited) "New Drug 
Appticalion" (NDA) approved by 
FDA or an "lnvestigatimlal New 
Drug Application" (WD) accepted 
by FDA 

4') Fluorodtoryglucose (FDG) 
+ * * C * * * + * * * * * * * + * * * ~ * * ~ * *  

~ ~ ~ . _ _ _  

8. Maxlmusi quantity iiccnsee 
may poases at atxy one tfmc 

5 Sources not to exceed 925 
Me~~bccyuerels per source 

S Sources not to exceed 740 
Mcgabecqurrck pcr !iourc:c 

S Sources not to excced 18.5 
h4eg~lbecqurrels per source 

5 sourccs nut to cxcecd 18.5 
Mcgabecqutrels per source 

lndividual amounts not trr excced 
1 .B5 Gigabccquerels 

323 K i h g m s  

25 Micrograms 

I 1.1 Gigabecquerels 

3 70 Gi gabbrcqutre 1 s 



_ _  - __ 

Piige 4 01' I S Q 

License Number: 75-2885-QI - -I 

Amehdnrvnt Number: I!, , 
i- 

Refercti ce Nutn h er: 188-7 

CITY OF NEW YORK 
RADTDACTIVE MATERIAL! 

IJCENSE 

7, 'Chemical arrd/or physical form G. Radioactive muterials (element 
rrumber) 

8. Maximum quantity llcetrsee 
maygasses at any one time 

Strontiuxn-82/Strontium- 
85lRubiduicn-82 

Generator (Braccu Diagnostics 
Carrdiagen-82 Shontium Sr-82- 
Rubidium RR-82 Ccnerator, NDA 
B 1 9-4 14) 

S tron ti urn-82, 7.4 
Gigabecqucrels; Strontium-85, 2X 
Gigcrbecq tiorcls 

Cesium- 137 Sealed Sources (Amcrshnm Corp., 
Mods1 CDCSI'I ) 

426.24 Gigabecqurrels total not 
to exceed I ,4R Ciigabequerels 
pcr sourcc. 

Cesium- 1 3 7 

Iridium- t 92 

Cesium- 13 7 

Ydhdium-103 

Tuclu1ctiun.Y9rn 

Sealcd SouIcc (Isotope Products 
I,aboraton,es Model HEG- 137) 

s&q &ce (Malfinckradt 
Medical BV. Model DKN 07736) 

Scaled Sources (CIS -US, Inc., 
Model Number CEA-ORIS-LAP I E 
Model 43 7CI 

3 Sources not tn cxcecd 207.6 
'I'erabtcqucre Is 

18.5 (jigabccqucrels I 

37 Gigabecquerels 

EE) Gadolinium- 153 CE) 148 Gigabecqnerds total not to 
exceed 1 I A I Gigabccquerels pcr 
housing 

(Nonth hmei-icrtn Sdentific, lnc., 
Modcl MED3601; DuPwnt Merck, 
Madd NES-84 12; Isotope Products 
Laboratories, Model A3 10) 

FP) $trt~ntim-m/Y ttrium- 90 Brachytherapy Seed SOurCGS 
(XJovosb Corporation, BEDIG 
Model SrO.SO3, AEAT SlWW 
Series (SICW.1 and SICW.2)) 

29.6 Gigabecquereh, with no 
source to exceed 185 
Megabecqumels 

Yttrium-90 

Sodllim-22 

Cesium-137 

Liquid 3G) 

3EJ) 

4.1 Gigabrcqurrels 

37 Megabecquertls Sealed Sources (Isotope Prodvcts 
Laboratorits, Model GF-0227) 

Sealed Sources (Isotope Products 
Labomtoil'ts, Model HEG-0111) 
**************+***** 

1.48 Ciigabcccperrls 



Page 5 of 15 P; -- 
License Nember: 75-2885-01 crTy OF NEW YORK --- 

RADIOACTIVE MA'TERIALS Amendment ~ p , ~ * b ~ ~ . :  19 

TlIE TQ'rAL POSSESSION LIMIT FOR (A) THROUGH (11) SHALL NOT EXCFED 213 TERABECQIJERELS 

9. 
CONDITIONS 

Autiiorizrd USC: 

(,A) 

(N) 

through ( N )  (X), and through (Y) Medical research, diagnosis nnd therapy (Broad Human Use). 

In a Nuclctron Made1 IUS.Pj9 Rcmotu Afterloader Hrachythenpy Unit for thc inerstial, intracaviury , b~traluminai, and 
gyricccolopical radiotherapy (Human Use)  in Weiler Eiospital, Room 1-79. No source greatcr than 3'70 Gigabecquereis 
shall be insulJ.ed i n  thc Unit. 

(0) Flood calibxatmn source (Non-Human Use). 

(S). (GG) Calibration check and referewc rrraterial (NwHuman Use).  

(T) I n  three (3) Vwim Clinac 6OOC radintlrrrapy linear accelerators (Non-Human IJst). 

(U) Storage awaiting proper dispqsal. 

(W) As listcd undvr a "NEW Drug Application" (NDA) approved by FDA or an "Investigatiorial New Driig" (IND) appllcatic 
accepted by FDA 

In a Cornpagnie ORIS Model 1BL-437C irradiator for Biological malerials for the irradiation of blood prodws. 

Radiotherapy k p l a n z h n  (Huntan Use}. 

Medical research and diagnosis ( M m n  Use), 

In an ADAC Laboratories Model Vantage A e n u t i o n  Correction Sy&tern. 

Percutaneous Carunary Irltervention (PCI) fm Ule trcatincnt o f  in-stent resteuosis using the Novoste Corporation Beta-Cath 
System A 1 W  Series (A1732, A1733, A1730, md A1767), subject to the strictures cmtaincd in FDA prrrnarket approval 
application (PMA #PoOOo18/$18) dated 25 March 2002. rtnd subsequent FDA premarket approvals. 

Transmission s~~urccs (Huxt~n Use). 
* * * * * * * * $ * * * * * Y * * * C * Y S * L + + * * * ) * * * * * * * * * ~ * ~ * * * * * ~ ~ ~ ~ * * * ~ ~  



I I). 

11. 

12, 

13. 

14. 

15. 

16. 

17. 

'8. 

9, 

0. 

1 % ~  radioactivc materials shall only be used at the EollowiT1g facilities and addrcsses of the Moritefiore Medical Centcr: Moses 
Division, bound.ed by .East 210th Strcet, Wayac Avenue, Easr Gun Hill Road, Dckalb Avenue and Kossuth Strect (except North 
Central Bronx I40spital. 3424 Kossuth Aveiiuc); WHAECOM (Jack Weilcr &ovpital of the Albcrt Eitustein Cnllcgc of Medicjm) 
Division, 1825 Eastchester Road; MonteAorc Medicai Park nt 1695-A Eastchestcr Road (Rooms 110, 1.11, 120 and 251), 1525 
Bloridell Avci~uut: (Rcrorn 1U3); Medical Arts Pavillion at 3400 Wnbrjdgc Avenue (7th Floor Nucleat Cardiology Suit.e); and Roor 
8-51 of Blood Bank, Montcfiore Medical Center. 11 1 East 210th Sttcet, i l l  of h e  Bronx, New York. 

The licesset. shall cnmply with the provisiork o i  Articlr: 175 of t.he New York City Health Code erltitled "Radiation Control". 

.Failure to pay the fer. for irqection of a radioactive matsrial site, upun notification from the Departmcnt, will rcsnlt in terminatin 
of this liccnse. 

Radioactive materials shall be used by or under the supervisioii of irhividuals desigrlrtted by the Human Use Radiation Safety 
Colrunittee, Montcfiorr: Medical Ccnter, Paul Goodwin, . .  W.U., Chairman. 

The radiation sa icy  officer for this license is Sherman Hder, R . U .  

The radiation therapy physicists for rhis liccnsc are Rafael Yankeluvkh, D.A.E.R, ,  and Ravindra Yaparpalvi, D . A . B . R .  

'I'hc UBC of radionctivc iiiatciial in or or) humans,shall be by qr undcr the supervision af physicians. 

The possession limit, w h w  specrfigd in Subitem 8, includtti all mdioaciive material possessed by the licensee mder this licmisc 
whcther in storage, i rnph tcd  an 

?'rchneti~rn~99m labelcd sulfur 

The Iicenscc shall estabIish written 
'1 'heae p roc rdur:cs .shall i nuludc 
spcciticd it1 Section 175.103(t.) 

(n) Pcrsonncl performing shall be given specific training in 

. .  . .. . 
..... ... 5 . .  .. 

I , . I .  

ted slidl not be used in Irimiarrs. 

d qu;itjtify tnu1yb.d.r;n~~m-'39 contamirr;ltian 
of mulybderrurn-99 in excess of the limits 

perfinning these tests 

The licensee shall muintain, for inspectioil by the Burem o f  Radiological Health, rrsults of each test perfomed to detect 
and quantify molybdenum-99 contamination a:id records of training given to personnel performing these tests. These 
records shall be rnaintpioed for three (3) yeas following the performance o f  these tcsts and the training of personneL 

(b) 

Thc licensce shall duic generators and process radioactive rnaterhl with reagent kit5 in ar;cordtmce with instructions furnished by 
the rnanufaGlurer on the label attached to, or in thc lenflct or brocliurc that accornpanics, the generator or reagcnt kit. 

***********************h*******+c+++*f******  



21. 

Keference Numlm-:  188-7 

The following condiiicms apply for iodine- 13 1 rndiopharrnacsutical thrrxpy; 

(a) Yaiient r ~ 1 e i i . s ~  shall be based on either of die fullowirig conditions: 

(I)  The activiry adrninistercd to h e  yEtitiea ur thc pbicnt's calculated activity has decreased to less than 1.2 
Gigabtcqurrel, or the measured ~haxLium dwe rate at a distaricl? 1 meter from the patient i s  less than 0.07 
mSvlhr. 

(2) Memred and dacurrlented patienr-specific paramfters which olherwise result in cornpliance wid1 h e  
reqiiircments of Section 175.103(~)(9) of rhc New Yosk City lIcalrl1 Code. 

(b) 'Thc radiation safety guidance rrquit'ed by Suction IX.103(tI(3) of the New York Cily Hcalth Code shall be provided by 
supplying Pic released ptltient, or the patienr's cotnpeuw representative, with both otxl and written instructions on the ri: 
of radiatirin and methods of reducing expuswe to other in+vIduals. The writtrn irutructinns shall at ]cast inchrdc tikc 

folfowlnp itenls: 

(1) The name and telephone nwnber of a kaowkdguable person to cuntact in thewer~i  the patient has nny problcrrr 
or qtlestions. 

(2) 

(3) 

Infnrmtion rrgardhq &he type of treatment  give^ 

Precautions regarding distances h t  khould be maintained from other individuals, including sepmre sleeping 
arrangenreiits. , I .. , 

. . . . .  ........ . , .  

. .  
. .  

(4) Precautio 

(5) Prccxitinm to re 

(6) The lcngth 
................... . . . . . . . . . . . . . . . . .  , .  

(c) A "R.ecord of Rek contah at leut the folluwii~g items: activity at 
ent release, copy of the patiest's written imtmciiqns, administration, ;my rcquirtd decay 

and if tcquit'ed for patient release e 
and Chc name of the individual performing the suney), or patient-specific paramcters. 

ludirig the specific survey isstmmerii used 

*****+**+r**+*r**),*********************~****** 



22. 

23. 

For individuals who opm andor prepare oral solutiotis of iodine-1 3 I for therapeutic dobcs, surveys (esg, rneasurcment of' iodine-1 
in the thyroid plund of laboratory persontiel tind contaminatiorr surveys ill' personnel, equipmant tlrtd facilities) sha.11 be pmfonned 1 
dctcrminc compliance with Sectim 175.103(f)(3) of the Ncw York City llcalth Coda. 

Coiiditicms fur use of tritiiuti(rnnre than 3.7 gigabecclucrcls it1 nnncotitaincd form): 

individuals involved in operations which trtilizc, at m y  one timc, inore thni 3.7 gigabecgucrels of hydroycn-3 in tl nonconuind  for 
(other hiin metullic foil) shall have bioassays performed within onc: (1) week fblluwing a single opcri~tion, and at wzckly ioitrvals I;; 
ciintinuing upc:c.ttioti~. 

Tritium shall not bc used in such ,a mdnCT zq to cause arry individwal to  rcccive a riidiatioii exposure such that uriirary cxcretivn rate 
cxcced 740 kilobecqucrcfs of tritium pet' litcr when avcraEed uvcr a calendar qumcr. 

Ihinnlysis shall Ire pcrforined rt wcekly intcrvalr; un a11 individuals who work in the rcshicted ilrws affwiiities in which tritium i s  
used. Kf thc averrrgc coticerrtrntioti dtri t juin in ririnc for tiny single individrial during a calendar quar!.er is leas that1 370 kilohccqucrl 
per litcr, urinalysis shall be pcrfoncd on ht..individwl at nwnthl&tervals fur thc follciwing calendar quartcr and may cont~nrtt! ai 
rnonthly ifiterviiI% so lung as the avrrage CdnccntratiOn in the ciicndar quarter remains b d v w  370 kilabecqurrcls prr Ijtcr. Thc urine 
specimcn shall bc colle~tcd on the same day of the wcck iniinhr'as prusible. 

A report Of ah uvt!rage cr)nsciitraticm in ex9css ofthe limits specified in subitem C above for uny lridividunl s h d l  be filcd, ti1 writing, 
within thirty (30) days o f  thc end of the calendar q u d t t  with thc Radikt ive Marcrials Division, Office of R.iidiologica1 1 icsltlr. 2 
I-afayette Strcet, 1 1 th Floor, New Y o k ,  New York 10007. The report shall contain the rcsults of dl urinalyses fur the individual 
duritig the &lcndiu quarter, the ciuse bf the cxcewive conccnfration and the correetivuc steps, taken or plmncd, to assure ngainsl 
recurrence, 

Arry single urinalysis wh/ch di$&cs a conccntration,&c& $y '1 .R5 megabwquerels PCT liter shall be trported in writing, within 
seven (7) days nf the licensac's'rcctipt of the re6Ultddij.fa WRdiokct ivc  Muterials Division, Officc of Radiological Health, I I t h  Floor 

. .  . 

,. . .  . .  . . .. 

. .. 
. / .  , . . . . .  . . .  

*rl;j~*&i&&rni****&, .. . 
. , .  , , . 

. .  .. . ,. . , , . , . ._ .. 
, .  . . I ( '  

. .  . .  

. .  
. .  , , .. 
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ClTY OF NEW YORK 
RADIOACTIVE MATERIALS 

LICENSE 
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24. 

T 

Page 3 of I s a ,  
1.lcunse Number: 7s-288s-0 i 

~ n l c n , - ~ ~ ~ ~ , j t  ~ " , l l b ~ , - :  19 

Reference Number: 188-7 

I_ 

-.. L _ ,  

The following conditions apply fur pernmnmt braohyhxapy implants: 

(a) lodine-12s unpiant patient's tcleitse shall be based on eirher of the Ibllowirig conditionu: 

(1) The activity administered to Fhe palienl or the patient's calculated activity has decreased to less than 0.33 
Gigahecqberel. 

(2) 1"nc nxauured rrllrximum close rate at a distance 1 meter from the patient's target organ is less that1 0.01 mSv/h 

(h )  Palladiuxu-103 hiplant paticnt's rclease shall bc hasrd nu e~her  of the fullowing conditions: 

( l }  Thc activity adinhistwed tn the patient i)r the patient's calculated activity has dccreased IO lcss than 1.5 
Gipabccquerel. 

(2) The measurcd mximutn dose ratc at a distahce 1 meter from the patirnt's target organ is less h n  0.03 m$v/h l  

(c) The radiatiori safety guidance required by Section 175.203ch)(3) of the New York City I,lealrh Code shlill bo provided b, 
rupplying ttic rrIeascd patient, or he patient's coxnpctent rcpreucnutivc, with both oral and written iiiscrucrions on the 
risk of radiati0.n and methods of reducing cxpcsutc? to cslher individuals. Thc iiistructiotls shall at least includc thc foIluwi 
items; 

( I )  

, .. , 
.I ... 

The name and telephone rurmber af B knowledgeable ,penon to Fontact in die event the pat.ient has any prcibkm I 

questions. 

A dcscriplicm of &si& a d  rwnbemf implankd radioactiia'.s&, 

., . , 
). , 

.. . ,  . , .  

I .  .. 
,...'... , ' 

(2) 

(3) Specification of fied distances from oflm individuals. 

well as tlir patient's urinc vuided Ouougt 
h"beenreIeascd from the implant site. Any released 

ided cantaincr away from other persons. 
ed in order to praperIy rcrnovc and dispose The individual referred to in 

of m y  dislodged and/or rrrirulted seeds. 

(ti) A "Record of Release" shaIl be maintained for each palicnt which documents at least t t ~c  follawing i ~n i s :  activity at 
administratioti, any required decay calculations, date and time of patient release. copy of patirnt's written kitmctioits, ani 
if rcquired for patient release, patient's dose rate measurements including thc specific surrcy instrument used and the nam 
of the individual p e r f o d g  the survey. 

**+**+*C+*C**********I*l*$*****)*t*******~***~***~***** 



Ihensc  Number: 'IS -2 8 85 - 0 1 CI'I'Y OF NEW YURK ,. r-.. c - .  . 

,RAUIOA4CTlVE MATEXIAILS Amcndmrdt Numhcr.: 19 
_. . -_I LICENSE 

Reference Number: 188-7 
-- , .----I.-,- , , , 

2 5  ?'hc foil ow in^ subitems refer to the high dose rate remote afterloader brachytherapy units possessed by the Ircmsee, (which 
prcsenlly tirc Nuclctron Model 105.949 Rcmotc Afkrloddcr Brachytberapy Units), each of which is heaceforth rcfcrred to as the 
" U t i  i t" : 

All operators of the Unit other than authorized physician users must be Ncw York Statc licensed radiation therapy 
technologists. 

W l m  tr~atriients arc pcrfornied with the Unit, orily tho patient shall be in thc trcatnicnt room, 

'The h i t  slid1 he iabcicd with the radiation syrrrhd and the appropriate wording, "Caution" or "Llanger" and "Radioactive 
Matcrial". 

'l'he writkn instruction for operation and sat'ciy contained in the manufacturer's: Instruction Manual shall bc followed arjd ~ 

copy of thesc instructions shall be mudc nvailnblc to each jpdividual using or having respotisibility Tor use af the klnit. 

'I'ha lhiit facility shall be provided with a system pennitting continuous observation of the patient ftarn oukiidc the 
trczrtmcnt room during patient irradiation. The paticnt shall be visually rnonitorcd during trratmcnt. 

.. . - 

i h l y  (nr. im each tiey u f ' i w )  chccks ofthc Unit shall be pwfbrmrd to asccrtain: 

. .  , 
( I .  ') 

(2) Ikproducibility of soufcc positiwii,ag yi.thit\ cathc%r to *thin Xmm. 

Guidc tubes are free of kinks or other imperfectirk. . ,  

. .  . I  

(4) Proper firnctioni room t r i m  i tor). 

Written emergency instnictioris 
procedure to be followed shod 
trwtrnent room. 'ficse instructions 
treatment room and shall include s 

(1) 

e. These instructions shail inform thc Unit operator of the 
u+e(S) to thc shieldEd positioir with controls outside tkc: 
bid exposure to the unshirlded source(s) when i n  thc 

Locatiq; ntid using tfir dcvicc for manually returning thc suurcc(s) to the shielded position, 

(2) Removirrg the patient from thc trcahnent room. 

(3) Securing* the room against unauthorized entry, 

(4) Nolifying the rcsponsiblc physician or radiation safety officer. 
****CC***+***************4k**+$+$C*+*****  
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(11) Prior to itiitintion of a tr'eattwnt program usirig the IJnit aid subscque~~t tu each itistitllhm of  iridilmi-I92 sourvc, 
radiation suweys and tests shall bc pcrfonned in ~ccordance with the following: 

A radiation survey shall bc made of: 

(0 The Unit's source housing with thc iridiutti-192 source in ihc shielded positimi. The dose rate at u 
distancc of 1 meter around the suvfaco of the IJnit is lcss than 0. IpSvAir. 

(ii) All Brew ad.jacent to the treatment room with the Unit's sourcc in the tretllrnent position. The survcy sh 
be pcrfbrmcd with a phtmtom arid clturly estahlish; 

(A) That radiatioti levels in restricted arms are not likely t.0 cause personncl exposwc in excess of 
the limits specified in Section 175.03(c) of the Ncw York City Health CoJc. 

That radintioBkvels in_unrcstncte&#t.as do not exrced the limits specified in Sectiun 
175.03fd) o f  the Ncw YO& City Healtlr Codc. 

. . . .  . 
(HI 

Tcsts shall be made to drtrrmine pi-pct ope,mtion u f  

Electrical interlocks on cntrtincc doors to t h t  Unit treatment rocm,. 

The Units sourcc shieldedhnshjdded indicators both at the suurce housing arid on the coarrof panel 

, , ( I  , . .  ( i> 

( i i )  
, .  

1 . .  ' 

utmcnt roam; '3 . . .  . .  

c Radiouetivc Materials Scctiori. Office of' 

. , .  , .  , 
, )  L ,  :: 

(i j Any changes made i s  treatmcnl ro 
levels in unrestricted areas outuidc 
SUI-VEY pcrformtd in accordance 
requirements of Subitam (h)(l)(ii). A report describing the chnngc(s) and giving the results ofthe survey(s), shall be set) 
to thc Kadioactivc Materialv Scction, Officc of Radiological Health, 2 Lafayetic Street, 1 I th  Floor, NGW York, Ncw Yor 
10007, not later than thirty (30) days following completion of the change(9). 

Each Unit shall bc fully hspccted and serviced during source roplaccmetit to ussure proper fumtionhg of tile SourcE 
exposurc mechanism. This inspection and'serAing shall be performed by Nucletron Corporation or by pCr$& 
specifically authorized to do so by the U.S. Nuclear Regulatory Commission or an Agreement State. 

hr Unit which could result in an .hcrcase in radiatio 
de subsequent to the completion of the initial radiation 

by a rsdiation survey made in accordancc with thc 

0) 

h + * * C * * * * * * * * * C * * * * + * * * * * * * * * * Y * * ~ * ~ *  
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LjCCtlbC NUrTkbCT: 75-28SS-01 CITY OF NEW YORK 

LICENSE 
13 A n T n  ACTIVE MATERIALS ~ ~ , ~ ~ ~ ~ ~ ~ ~ t  jqumhsr.: 19 

_I .- 

Reference Number: I X8-7 

l ' h e  fnllnwirrg shall be performed by Nuclbrron Corporation ut by pcrsons specrficcalfy iiuthwrizcd tu do so by the 11,s. 
Nuclcar Regulatory Conmissinn or an Agreerrierit Stafc: 

(2) Source exchange. 

( 3 )  Any maintenance or repair operations on tht: Unit involving work on dny mechanism that could,expose thL: 
source, reduce the shieldirig arolrnd thc sourrx, or compromise the safety of the TJnit and result it1 incrcasod 
radiation levels. 

);oilowing source oxchtmgr: andor any sourcc rspairs and before its mcdical use, the licensee shall calibrate each iridiu; 
192 sealed soiiri:t hi the h i t .  'Ile sourcr: output shall be determined to within an accuracy of A 3 perccnt. 

?'k critrlrncc to thc room whcrc the 'IT& islocated.shall be eqruppd with an e l e c b i d  iul~locb: system that will return 11 
device's S O U ~ C C  to thc shirldcd position iminediately upon opening the entrance door. The inlerloclk systcm shalt he 
cotjticcted it) such Y tntt71nt.r that thc dcvici's source cannot be moved into thc irradiation positton until tht: trcatmcnt room 
eritr;mcc dour is closed and the source "on-off' control i s  reset tit the control panel. 

Thc Unit room shall be equipped with a radiatjo:i, tynito,ring device which continuougly nrotlitors the suurcr condition ati~ 
i s  equipped with 8 back-up battery powcr sup& for emcrgeticy cspwatiun. This dcvice shall energize B visible signal LO 
make the operator cotrtinuously aware of source condihi in' order that appropriate emergency proctdurcs may be iiistitutt 
to prevent unnecessary radiation exposure. Operatifig pmccdulds ghall .require . . . .  daily upmtiunal testing of the  instalied 
radiation monitor, 

. 3 '  . . . . .  . \ I  " .  .. . / .  , 

,: , <  ' 
. . .  : ..... . . . . .  . ; :?"'* ,<; 

, 4: . .  . .  . . .  . . . .  I . . . .  :. * . . .  . '.. ' . , 
I .  . 

I . .  , 4 ' .  , .  
. . )  , . , , ,  ' ; .  . 

Whcnever the continuous ra(li@tk$ rriokt vice.,it& npt mbperati ewoti entering the tretitmcnt worn followitig 
d.shaIldctemine the source condition. .:.. ..... .. .... ..an irradiation shall enter .with :&, o@rabIi. calibrated rd i i t i .o t l 'su~ey~ . . . . . . . . . . .  . . ,  . . . . . . . . . . . . . .  . .  . .  , 

" . '  ... .,(. .  . .<..I I . .  . . . . .  : . .  . i' : _.  - .. 

(0) Rclocatian of the Unit to 3 ncw 'lo 
uf Hcalth. Following such arnmdm 
Radiological Hitalth within thirty ( 

Immediately after completing patient treat , the liccnscts shall conduct a radiation suivey to ensure [hiit 
the source has becn removed from the patient. The area of use shall also be S U I - W Y G ~  tu etisurc proper return of the source 
to the sliielded position. The licensee shall make a record of each survey and mlain the rc6uItv for ut lcavt thrcc (3) years. 

t: mrndnicnt from the New York City Urparlrner 
hall bc madc and reported to the Office of 

(p) 

* + + * * c * + * * * * * * * * + * * + + * * * * * * + I * * * * * * * * * * ~ ~ ~  



26. '[\It: fc~llowirrg l;or~Jitions upply to the Nucletron Selectron SEL 1 OS LOW Dose Ratc (LDR) Remote Afterlnadirig Btachythcrapy 
Unit, hmccforth refcrred to as the "LDR Unit", 

All operators clf the: LDK Unit other than auth\srized physicinn users shall be New York State licensed tadiatiun therupy 
technologists. ' 

When treiltmetit:; arc performed with the L,i)ll Unit. onfy the ptitient shall bc in thc tmatnlciit mom. 

The LDR Unit sliall he labeled with the radiation fiymbnl and the tlpprqxitlfc wording "Caution" o r  " ~ I T I ~ ~ s "  and 
"Radic)ar;tive Mitlcrinl", 

The entrance to [.he room w h m  the LDR Unit is !ocated din11 be equipped with an clcctricai interlock system that wil l  
return thc sourccs to thc shieidcd pu~it,hn.hr&diatly upon.apeniiig the etrtrimcr: daor. The inlcrluck system sliall be 
cotiwcted in such a tnanner that treatment cannot be reconhued until thc cnhance dnnr is closed and the sourcc "onhff"  
cnntl-01 is reset at the control panel. 

'I'he rooin where the I,DR Unit' is located shill1 be equipped with a radiation inonitorinp dbV1C;:C which continuously 
inonitors the source cnnditicqand is equipped with a back-up power supply for emergency opera~ioti, 'This dovice shall 
cncrgizc a visiblo a rdo r  audio s i p d  to ensure. that appriipriate enietgcncj pruoccdurcs may be instituted 'TO prevent 
\ i r w x w w y  radi:utiori exposure. Thjs device shFl1'be oparfitiontllly tested on euch day of the i,DK [hit's use. Wlienever th 
devicc is not opcrationql, &y prsun antering the.mom fdlowing or du&g tm irradiation shall enter with an operational 
radiation survey meter ands$,aIl detbrminc the, soufcc statm. ,:., .. . . .  I .  

. .  . _ . . .  
. .  . ., . .  . 

, 

. . I . ( . .  .. . ,  \ "  . . ' :...r .. . 1 % ,  

The writtcn instructions fut.o~~alim, VcJsafety coGtai,ned"in the !n 
fdlow?d,ipi a, ~ u p y  ,pf .rhdi  ~~stru,tipns:sh4'11.b~, madeaviildifile tp 
of thc LDR L h i t .  

Chi each day of ~ e ,  checks ofthd 1, 

anud issued by the mmiufacturet shall be 
dug! 116in.g or.hav~,ne,,respotlr;ibililr fur: L W  

. .  ' .( , .  ' .. ~ , '. , . i l  ....:..: 
. .  , . . .  , 

. .  
. ,a .,., .,. ... . . . . , .  . .  . 

. .  
.,., .. , .  

ajcertain: (11) ...,,, .!. , .:,. 
(1 ) 
(2) Reproducibility of source 
(3) 
(4) 

Guide tubes arc ~ T C C  of kin 

Proper Arnctionitig o f  source position indimtors (c.g lights, alarms, etc.) arrd 
Proper functionifip of  i'oorn interlocks. 

* * * * * * * * * * * * * * * * * * * * * * ~ ~ ~ ~ 4 ~ * * * 1 * *  
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I f'tlgc 14 of 1s Payr 

License Number: 75-2885-01 CITY OF NEW YORK 1 1 1 1 1 .  

RADTOACTTVE MATERIALS Alnelrdrnerlt SutntJcr: I 9  
LICENSE - 

Reference Nuniber: 188-7 
l..,la. - " .,,..--am, . 

(i) An intcrcom shall bc instailcd at the LDR h i t ' s  rcniote contfol patiel tu cnablc. communication with ttrr paticnt withoul 
treatitlent ir1tat.i uption. 

(k)  Following source exchange and/or m y  s u u m  rcpairs 2nd before medical use, the licensee shall calibrate tach suiircc in thc 
I D R  [Ini t .  The source output shnll be detemincd to an accuracy of ?: 3 percent.. 

7. 

'l'he following shall be p r f w n e d  hy Nu~.lttr.irri (.'urpcmlion its parcnt coinpany Nucletrorr Enginwring ZJV, nr b y  perscrn! 
~ptcifically ituttrorizcsd by ~ht :  U.S. Nudear  Regula~itory Coinmission or an Agrcomcnt State to perform servicc OR such 1.E 
IJnit specified iii theh. licetrse: 

[ 1) h~tnllation, reloc~tiod or rcrnaval of the LDR Unit s~ut'ces, 

(2) 

(15) 

Soc\r.~r: exchatlpe o f  the LDR Unit 

Any tiiaiiitenaiice or rcpair operations on the LDK Unit involving work on any mechatiistn that could expow the 
sourccs, rcducc the shielding around tlie sources or cornprumisc the safety of the I.I)R [!tiit and rcsult in 
iticreueed radiatiutr Icvels. 

(4) Upoii cornp1etioi.r of aitiicr Subit.ems. l(l}, l(2)'ur 1(3), thc LDR IJtiit slinll be tefititd for proper operation of the 
scxircc exposurc mechanism, safety warning compotlarit labels, external radiation levels (witt i  sources exposed an 

, '  
with sourceS shielded) and leak t t s t d .  . .  

1 '  . .  . , .  . .I 7 ' ., , . .  . 

(ni)  Prior lo initiatioii o f a  trctitmmdr;t program using thd LDR tihit and sUbseijuCxit to each installation of  ccsium-I 37  sources. 
radiatinti survey:: und tests Slid! br p c ~ t ~ i m ~ d . ~ r i ' a c c ~ r d a n ~ , w i t I ~  tb,l;. 

( 1  ) A radiation survey shall be,made'of: ' , ,  , ., 

. .  . . .  . . . )  .. . .. , .  .. . . . , ..., .. . .  ., I , ,  , .. . .  . . . .... . . 

(i) The LDK Wniqs 
within 100 c;m o 

AI1 arei3~ adjaccnt to the tr 
survey shall be performed with a phmtom und clcarly establish: 

-1 37 sources in the shielded position. 'Thc oxposure rate 
t shall be lcss than 0.33 miIliroentgens per hour. 

(ii) ith thr LDR Unit sourccs in tho treatrrietlt position. The 

(A) that radiation levels itr restricted weas are nu! likoly to C ~ U Y C  porsonnel cxposure in excess vf 
the limits specified in Section f 75.03 of the New York City Health Cadc. 

(11) that radia.tion lrvrls in unrestricted area do not exceed the l imits specified in Scction 1'15.03 of 
the New York City Health Codc. 

(2 )  A report afthe rrsults ofthe Hbovr: survcys and tcsts shall be setit to tire Radioactive Mat~riuls Section, Office of 
Radiological Hcalth, 2 Lafaycttc StTcct, 1 1 th Floor, New York, New York 10007, not lator than thirty (30) days 
following tach installatition of the irrudiator sources. 

(n) Irnrntx.liately after completing patient trentnrent, rh t  licensec shall conduct a radiation survey to ensure that the sources have 
bwn rcmovcd fiwm thc patient. The m u  of usc shall also be surveyed to ensure proper rctum of the sources to the shielded 
position. The licensee shall makc a record of each survcy and rctain the results for at least thrce (3) years. 

Any radiopharmaceutical or radiobiolugic with a current and active 1ND issued by FDA shall be used in acr:oxdancc with Titlr: 21, 
Part 3 12 of Tha Codc of Federal Regulatior~a ox any succes~or regulation. 

*+***********************~~**1+*+****~**~***~*** 
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as. 

29. 

late: 

The following siibitetns refer to the gamma irradiator, hcnccforth T ~ ~ I T C ~  to as the ivadiatbr (which presently is bmpagnic ORIS 
Industry Mlodel U3L-437C1 Irradiator for Biological Materials): 

(A)  l ' l i ~  writtmi instruc:i.iun [br operatiorr arid safcty cont.sintd ir, the  trlanufacturer's Instruction Manual shall he followcd and i 
copy ul'these I~isnbctions shall bc made available to each individual using or having responsibility for usc of thc i ~ u d i t l l . ~ ~  

(B) '['hc licensee shall not pcrform rcpttirs: or dterntiom of the irradiator involving removal of shielding or access to  the 
licensed matcrial. Rcmoval, replacemeat and disposal of scalcd sourem in the irradiator shall bc pcrformcd by a pctson' 
specifically licensed by thc U.S. Nuclear Regulatory Coinmission or an Xgreemcnt Stale lo pcrfurni such serviccs. 

After installation of the irradiator and the (Cesium- 137) sourcc and prior to initiation of the irradiation program. n rndiation 
survcy shall be ct~rrducted to determine the maximum radiUtion levels in each wea ndjoirling the irradiation room, A' 
Jetailed report o f  the rcsults of the survey stmI1 be Bent to the Radioactive Matcrials Division, Office of Radiological 
Health, 2 Lafayette Strect, I Ith Floor, New Ylork, New Ygrk 10007, riot later than thirty (30) days fbllowitig installatioh i 
the source. 

(c) 

Exccpt IS spckificully provided otherwise in this Iicensc, the licensee sirall conduct its: program in accordatice with the staretnetw 
rcprcscr\iatinns and ~~roccdures contained in the documents'includirig any enclosures listed below. Aniclc 175 of the New York Cit 
klealtlr Code shall govcm unlcss the statements, representations end procedures it! !he licenser's application and cnrr?r;pc>rtdencr are 

. . .  ' more restriclivr tharr the regulatipns, , .  

. , " (A) Application dat . .  b 

(C) LCttC7 and tittach 
[B) Lettcr dated 3 M 

-,. . 
JUL 0 8 2004 

RFIR 

Radioactive Materials Division 
Office of Radiolodcal Health 



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

3-77 /La+-7 , and to inform you that the initial processing which 
includes an administrative review has been performed. 

&w(4?J@9r 7 a- 4 t77/ -d d 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 8, Accounts Receivable 
Branch, who will contact you separately if there is a fee issue involved. 

Your action has been assigned Mail Control Number /e)r/r . 
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 


