
Paul J. Early, DABSNM, DABR 
Vice President, Radiation Safety Oficer 
Digirad, Inc. 

IEIRAD@' 
Leaders in SolidSState Imaging 

Please respond to the address indicated with the "X" 

(XI NY OFFICE: ( )GAOFFICE: 
P.O. Box 340 

Bemus Point, NY 14712 
106 Brockinton Dr. 
St. Simon's Island, GA 3 1522 

PH: 716-386-3860 PH: 912-634-9951 
FX: 716-386-4376 FX: 912-634-9961 
Cell: 2 16-496-7824 Cell: 2 16-496-7824 

April 2,2005 

U.S. Nuclear Regulatory Commission, Region I 
475 Allendale Road 
King of Prussia PA 19406-1415 

VIA FAX (6 10-337-5393) 

Re: Amendment for License No. 31-30666-01 

To Whom It May Concern: 

Please amend our license to ADD the following Authorized User: 

Jack Newman, MJ). - for 35.200 Nuclear Cardiology imaging. 

(Refer to attached NC RAM License #060-IO 14-3 .) 

Thank you for your immediate attention to this matter. 

Sincerely, 

Paul J. Early, DABSNM, DAE3R 
Vice President, Cotporaie Radiation Safety 
Digirad Corporation 

13950 Stowe Drive 
Poway, CA 92064-8803 



RADltOACnVE MATERIALS BRANCB[ 
RADIATION PROTECTION SECTION 

N. C. DEPARTMENT OF ENVJROPJMENT AND NATURAL RESOURCES 

RADIOACTIVE MATERULS LICENS - ~ . n o ~ l r r  om-rrrur or 
O c m O l m  bm Nowrc h r r o . r r C U  

1. Llcensee Name: Digind h g i n g  Solutiom. Inc. 
Liwaes Type 

0280 
3. Llccape No: 060- 1 0 14-3 

4. Expiration Date: August 3 1,2006 2a. Mailing PO Box 340 
Address: 

b. Physical 32 10 Motorsports Lane, Suite 4 Corrected Copy 
Address: Charlotte NC 28269 Administrative Termination 

c Rndiation 

&mu Point, NY 147 12 

Omcer: Costa A ~ ~ ~ c o u .  MD 

6. Rndloactlve Material 
(element and mas8 no,) 

A. Any rzdioactive material 
liskd in Group8 I - Lu in 
DRP Publication 97-0 1 

B. Any radioactive material 
authorized undcr 1% 
NCAC 11 .0321(c)(5). 

C. Cobah 57 

9. Autborisd Use (To  be UOCI 

1 5.a. Amendment No.: 30 
] b. Iol 

7. Chemlcal and/or Physical Form 

k Any radiupharmeceutical listed in 
O~OUPS I - M in DRP Publication 
97-01, except in tbe fbrm of gas=, 
gases in solution, aerosols, or 
generators 

B. Any fomr as specifgd in 1SA 
NCAC 11 .0321(~)(5)(A) - (D), 

C. Sealed Source 

for): 

lance Dnte: Msrch 2,2005 
a. Maximum Amount of Radioactivity and/or 

Quantity of Rndioactbe Material which 
Licensee May Possesf it Any One Time. 

A. As ryces$aary for uses authon7~:d in 9.A.. 
Groups I - m. 

B. No single source to exceed the limits 
specified in 15ANCAC 11 .0321(c)(S)(A) - 
(D). 

C. No single source to excecd 15 mi!licuries. 

A. To bc used in accordance with a written directive from M authorized usex authorized by this licerue. 

B & C. To be used far instrumcut qualify assurmdquality conuoL 

CONDITIONS 

10. A. Radioactive material may only be uwd at the following client addresses: 

i. Bethany Medical Center 
3604 Peters C o w  
High Point, NC 27262 

ii. Stamvillc Cardiovascular Clinic PA 
738 Bryrrot St. 
State~vi l l~ ,  NC 28625 

iii. Piedmont Healthwe Internal Medicine iv. Thomvillc Medical Associates 
138 Sherlock Drive 
Statesvitte, NC 28625-1916 

309 Piwewood Road 
Tho&lle, NC 27360 

v. First Care 
2938 Ibe Plaza 
Charlotte, NC 28205 

vi. Fimt Care 
404 South Southerland Ave. 
Maw, NC 28 1 12-5060 



04/02/2095 013: 56 3126349361 D I5 I PAD I I.1AGII lr3 5 1 3 ~  

RADIOACTIVE MATERIALS BRANCH 
RADIATION PROTECTION SECTION 

N. C. DEPARTMENT OF ENVIRONMENT AND NATURAL RESOURCES 

RADIOACTIVE M A ’ I % W S  LICENSE 

AiJA 
NCDENR -cIIlDuc-w 

- U T  &2 *Iuv -0 

CONDITIONS (contlnued): 

10. 

11. 

12. 

13. 

14. 

vii. Guy Cardiology 
300 Keisla Dr. 
Gary, NC 27511 

ix. Piadmont Healthcare, PA 
208 Old Mocksvilla Road 
Statesville. NC 28625 

xi. South Point Family Practice 

Bclmom, NC 28012 
! 220 S ~ C C  Sr. 

PAEE 413 
Page 2 or 6 

License No.: 060-10143 

viii. William S. Roberts, MD, PA 
2300 B Randolph Road 
Charlotte, NC 28207 

x. Farrington Family Practice 
401 Mocksville Ave. 
SaliPbuy,NC 28144 

B. Radioactive may be USWI by the follow% individuals: 

i. Jack Newman, MD ii. Rocco Tritico, MD, and Jack Newman, 

iii Rocco Tritim, MD, Jack Newman, MD, iv. Jack Newman, MD 
MD 

Dale hggmaa, DO 

v. Kewin Sharkey, MD, Jerome William, vi. Kevin Sharkey, MD, Jerome Williams, 
MD, Jack Newman, MD MD, Jock Nowman, MD 

vii, Costa hdreou,  MD, Jack Nswman, MD vjii. Jack NOWITMIXI, MD 

ix.  Jack Newman, MD, Rocco Tritico, h4D, x. Jack Nevtman, .MD 
Dale Haggman, DO 

xi. Costa Andreou, MD, Jack Newman, 
MD, Kevln Sharkey, MD, Jerome 
Williams, MD 

C. The licensee shall not order radioactive material to be delivered directly fiom the manufacturer or disnibutor to the 
client’s addrtse of we. 

D. Notwihstanding Condition B. above, thc licensee my receive radioactive materials fiom the manufacturer or dktn’buror 
directly aboard the mobile wech 

The licensee shall comply with tbe provisions of 15A NCAC 11 ,1600 “Standards foi Prdtectioa Again8t Radirtton,” and 1SA 
NCAC 1 1  .loo0 ‘h‘oticeb, I~~tructkme, Repora and INpeCtiom.” (The North Carolina Regulations for Protection Agninst 
Radiatian are contained in 15A NCAC 1 1 .) 

A. Radioactive materials shall not be used on humans without obtaining prior wxittcn approval, in accordance with 15A NCAC 
1 I .0356,5om an authorized user l h d  in Condition 10.B. above. 

B. The Radiation Safety Officer for the activities authMized by this license shall be C a m  Aodrcou, MD. 

A. The licensee shall obtain a letter signed by the management of each client Ikkd in Condition No. 10.A. at which services 
are rendered that autharizee the licensee to use radioactive material at the client’s address of uw. The letter is to bc retained 
for two (2)  y w s  aAcr the last provision of service. 

Notwithstanding the requirements of Ccmdition No. 13.A. above, the licenses pursuant to 15A NCAC 11 .0351(a) shall not 
provide mobile nuclear medicine strviws to any facility without prim Written approval fiorn 

B. 
agency. 

A. The liconaee shall mahtain all records required by this license and applicabla sections of 15A NCAC 11 at the address 
stared in Item 2.b. above. Such records &all bc mads rvnilable, at all rawonable times, for inspection by the agency. 



RADIOACTIVE MATEFUALS BRANCH 
RADIATION PROTECTION SECTION 

N. c. DEPARTMENT OF ENVIRONMENT AND NATURAL RESOURCES 
Aii!!A 

RADIOACTIVE MATB;RIALS LICENSE 
NCDENR ~ ~ W N A m Q m ~ W ~  

E**mwawlWD N a m u  RCLOWlCa 

ZONDITIONS (continued): 

14. B. Notwithsumding Condition No. 14.A. above, the licenace shall maintain, at a minimum, the following records on thc 
mobile coach: 

1. 
2. 
3. 
4. 
5. 
6. 
7. 

copies of the license, application, and N o d  Carolina Regulations fbr Protection Against Radiation; 
copy of current policiee and procedures manunl; 
copy of current trip instrumentation QNQC tests; 
copy of C U I T ~ ~  trip scaled source inventory; 
copy of survey metn calibration mcorde; 
documentation of all contamination and other surveys required by condition of this license; 
copy of current trip receipr recorda for radioactive material. 

15. The licensee may emport licensed matcrial or deliver licanred mate&l to a carrier for transport, in occurdancc with the provisions of 
Section 71.5, Title 10, Code of Federal Regulations, Part 71,78ckaghg of Radioactive Mawrial For Trmsport.” 

Before leaving a client ad&ess of use, the licensee shall remove all unused radioactive materinl and nll paraphernalia which were 
utilized to admhismr the xadioplurmaceutical dose to any patient(9). All areas of use must be surveyed before leaving a client 
address of use to ensme radiopharmaceuticals and essociated rodiocctivc waste h v e  been removed. ’Ibese records should be 
retained for two ( 2 )  yean. 

16. 

17. The licensee is authorized to conduct a decay-in-storagc program at the physical addhes listed in Ittm 2.b. above in accordance with 15A 
NCAC 11.0362. 

18. The licensee must check survey instmum ts, dose cnlihtors and all other arnspomd equipment for propcr funaion WOE medical use 
at each client address of use, 

19. A. The licensee shall escibljeb written procedures for per fdng the following testa 00 do.= calibramr(s) wed to dctcnninc the 
quantity and quallty oftadiopbarrmcedcals: 

I .  Geometric variation to be pd‘ prior to u9e at each use locstion andlor daily; 

2. Accuracy to be perfomad upon hetalladon prior to use at each use location a d o r  daily; 

a. Tbe dose calibrator #ha21 be tested for linearity from the highst docage admhhttred to n patient down 
to thc lowest dosage administered. 

The licensee m y  use B commercially available attenuator eet for performing linearity tests af his dose 
calibrator provided that the current manufacturer instructions are followed. 

b. 

4. Constancy to be performed prior to we at each w e  location pod daily thcre.uk if or that location more than one (1) 
&Y. 

8. Records of &e results of the tests outlined in Condition 19.A. above sball be maintained for a minimum of three (3) yean 
following the completion of the test for ilrspcction by rhe rgency. 

C. The licensee shpll mathrmatically correct dosage readings for any geometry or heurity mor that cxcceds 10 percent if the 
dosage is gram than 10 miCrocurieS (0.37 MBq) and sbU repair or replace the dose calibrator if the accuracy OF constancy 
enor exceeds 10 percant 

20. A. 73e licensee shall establish written proccdurea for performing the foIlowiq tests on the gamma camera(s): 

1. Uniformity tosts to be pcrfomd prior to use at cnch location and daily thereafter if a1 that location fa more tlwe one 
(1) b y .  

http://thcre.uk
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RADIOACTIVE MATERLALS BRANCH 
RADIATION PROTECTION SECTION 

N. C. DEPARTMENT OF EIVWRONMEIVT AND NATURAL RESOURCES 

RADIOACTIVE MATERIALS LICENSE 

AYA 
KEKiR H y l r  Crmouw ClclcT4Km 01 

EIvnorrorr W B  NOM-. ~ c m ~ u o c u  

,“ONDITIOKS (condnued): 

10. 

21. 

22. 

23. 

24. 

25. 

26. 

27. 

A. 2 .  

B. 

Resolution tests to be performed in accordance with manufectmx’s Specificatiou6. 

Records of the results of the rests outlined in Condition No. ZOA., above, ~ b d I  be maintained for inspection by the agency for 
a minimum of two (2) yeus following the perfonnaoee of the tests. 

Tlic licensee must 
address of use. 

or lceep under constant SUrwiUance and immediate control a11 radioactive material when in transit or at an 

A. 

B. 

Tbc !iCensa: shall conduct a physical ixrventory to actQunt for all oeaM sowcco befm departing &e client’s addrcos of use. 

Notwithstanding the daily physical inventory described in Condition No. 22.A., above, the licensee shall conduct a d  
daammt a physical inventory every thrct (3) month8 to account for oll sealed sources received and possessed under this 
licmse which arc used for the dibrat iodre fer~  of the doee cabbntor and patient imaging equipment Sealed aou~ces in 
storage may be inventoried am a p u p  provided that t b a e  is no evidence that tbe atorage corrtakr has been opened. Records 
of the inventories shall be maintained for inspection by the agency (IDd shdl include the quantitiics and kinds of r&oactive 
matenal, location of soutccs, individual pafodng the inventory and the &fa of the inventory. 

Radiopharmaceuticals and reagent kits shan be prucured from I nrpplicr wbo manufactures or repackage9 the product under approprlate 
plzlwnaceurical connols related to assay, identity, quabty, puriw. smihty, and pyrogenicity. 

Radioactive matarials shall not be wed 00 humans mtil ia assay bas been established. 

k Each sealed sowce conmkting radioactive matend, other than  hydro^ 3, with a half-bfk stam than thirry (30) clap snd m 
any form othcr than gas shell be tested for leakage m&or conmntination at intervalp not to exceed six (6) months. In the 
absence of a cemficate from a W e r o t  indicating that 8 test has been made within six (6) month3 prior to the transfir, thc 
sealed source shall not be put into use until tested. The periodic leak test required by this condition docs not apply to sealcd 
sources that arc) stored and not being used. The m c e s  excepted firom thia test shall be testtd for leakage at inrcrvals cor to 
exceed tfnec (3) years and prior to any use or mmsfcr to mother pcrson unless they have been leak tested within six (6) 
months prior to the date of use or branefbr. 

€3. Notwithstanding the periodic leak test required by thk condition, any liccnsed sealed source i s  exempt &om such leak tests 
when the source contains 100 microcuries or leas of baa d o r  gmma-cplitting rnavrialo~ 10 microcuries or less of slpha- 
emitting rnnterial. 

I?E test shall be capable of detecting the presence of 0.005 m i c r d e  of radioactive m a t e d  on the lesl sample. The tcsl 
sample shall be taLcn from the wnled WWCB or from the &ee of rhe devicc in which the sealed source is permanently 
mounted ot sumd on which one might expect contaminntion to accumulate. Records of leak test results shall be kept in units 
of microcUrias and maintained for inspection by h e  Agency. 

C. 

D. If the test reveal0 the pnsence of 0.005 minocurie or mm of removobla contamination, thc iicensec shall immedizttcly 
w i e w  the sealed crource fiom ubc and sball cause it to be decontnminatd and repairsd 01 to be disposed of in accordance 
with Agency regulntioas. A report @hall be tllcd within five (5 )  day of the tcrt with the R t i v e  Materials Branch, 
Radiation h t e a i o n  Sectian, Department of Ewimmcnt and Nemal R ~ S O I ~ C S ,  1645 Mail Scrvice Center, Ralcigh, N.C. 
276W-1645 describing tbe equipment involved, the test results, md t b  cOTZeCtve ncmn taken. 

E. Tests for leakage and/or contamination sball be pcrhmed by pen on^^ spcciilcally authcdd by the Agency to perform such 
S C Z V h S .  

In addition to the possession limits in Item 8 above, the licensee ehall further restrict the posseseion of licensed material to quailtitics 
below the m i n i m  limit specifd in 15A NCAC 11 ,0353 for edablishing dccommisaioning financial assurance. 

The licensee shall perform surveys of all e r a  whac radioactive materials a d o r  radiopharmaceuticals are used, prepared, 
administered d o r  s t o d  h accordance with 1SA NCAC I I ,0360. 



WIoAcI1[McMATERL4LsWW 
RADIATION PROTECTION SECTION 

N. C. DEPARTMENT OF ENVIRONMENT AND NATURAL RESOURCES 

ILQDI0ACT"E MATERIALS LICENSE 

&!J$,liA 
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up N ~ C L Y L  RcIoInsL. 

2ONDITIONS (continued): 

! 8. 

!9. 

3 0. 

31. 

32. 

33. 

34. 

35. 

3 6. 

,Fki;E 05 
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License No.: 060-1014-3 

The licensee shall cosufe b t  110 individual "member of the public" [Reference: 15A NCAC 11 .0104(64)] receives a radiation dose 
in cxcess of the limits specifEd in 1SA NCAC 11 .1611(a) wbilc conducting licclued o p t i a n s .  

The licmsee shall inetitutc h ppoviSions of 15A NCAC 11 ,1610 when an 0cCUpatianrlly exposed woman voluntarily mfoorm hcr 
supenrisor, in writ.bak of her pregaancy and the estimated date of con cap ti ox^ 

The licensee shall d l y  revim its Radiatian Protccdon h g m m  far conkat and bqdezm~tion [Ref 15A NCAC I 1 .1603(c)]. 
D m t a t i o n  of the Radiabn Protection progmnrwiears shall be rrbined for jnspectiOn by the a m  

Unlcss othcrwiss specified in the North Claolirrp Rcgulatialls Eor Protection A&Ut R.di.tion [lSA NCAC 11) or a spec= condition 
on this Radioactive Maaaids License, all records shall be maintained for a minimurn of five ( 5 )  years by the licensee for agency review. 

15A NCAC 1 1 .1636]. 

AI1 peraons thar drive or uperatc the mobile coach shall be trained in accordance w& 15A NCAC 1 1 .1003. 

Roe IicensEc shall comply 6th the applicable provisiOlL0 of 15A NCAC 11 Section .0300 and .1600 regarding decommissioning of the 
mobile coach and license termbah 'on 

Neither this license nor any subeequsm axmdmenrs ohall be deemed to constitUte compliance with tbc requbnmts hr health plruuzing 
nvicw contained in tho cadficaa ofNted statute, G.S. 131-175 el s q . ,  d reguttiom pranrulgatad p m u a n t  (0 that statute. Jnquiries 
concming tbe Certificate of Need Statute should be ipddressed tn the Cutif~cata of Need Section ofthe Division of Facility Scrvices at 
(919) 733-6360. 

This license may be subject to rmsndmsnt, revision, modification, mapension, or revocation in accordance with the provisions of 
15A NCAC 11.0344. 

Except e8 specifically provided otherwise by this ficaae, the licensee shrll possesc and usa radioactive material described in Item 
6, 7.. and 8. of this licease m accordance with statemsnts, representations and procedures and amhmcnts li&d below. The 
h r t h  Carolina Regulationr for Protrpction Agninst Radiation &all govern unless the StatamenQ, representations, and procedures in 
the licensee's application and wrrespomknce M moTe rasfictivo than the regulations. 

A. 

B. 

C. 

0. 

E. 

F. 

0. 

H. 

i. 

I. 

Application With Dttacbmeats dated July 24,2001, signed by signed by Paul J. Early, Corporate RS.0.; letters with 
attachments dated April 13,2001, July 13,2001 and July 20,2001, cligned by Paul J. Iiarly, Corporate RS.0. and letter 
dated July 19,2001, signed by Stephen A. McAdams, M.D., FCCP, CEO, Mid Carolina cardiology. 

A d d t r a t i v o  Amend- bard on cot~odons Deeded following liceme delivay on August 9,2001. 

Application for kmndmnt with ataschmenrs datbd Augwt 28,2001, aigncd by Paul J. Early, Corpotate R.S.O. 

Application for Amendment With attachmenk &tad October 18,2001, aigned by Paul J. Early, Corporate R.S.O. 

Application for Amendment with a t t a c h i s  datcd March 27,2002, signed by Paul J. Errly, Colporate RS.0. 

AppIicatioa for Ameadmsat with a a x M  datsd May 6,2002, si@ by Paul J. Early, Corporate RS.0. 

ApplicationS for License Alrwndmtnt vdit .ttachments &red June 4 a d  June 24,2002, both signed by Paul I. Early, 
Corporate RSO, pad telephone canvnoation held bemeen this office and P d  3. Early, Corpmto RSO oa June 26,2002. 

Application far Amendamt with attachmento &trd Sepmnba 10,2002, signed by Paul J. Early, Corporate R.S.O. 

Application fa Anxmkmt with dttschrmmts dated October 25,2002 and bcsimile dated November 04,2002, both 
signed by Paul Early, Corporate RSO. 

Application for Amendment with attnchmcnre dated Jarmry 30,2003 and February 3,2003, both signed by Paul Early, 
Corporate RSO. 
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RADIOACTIVE MATE- BRANCH 
RADIATION PROTECTION SECTION 

N. C. DEPARTMEW OF EnrvlRONMENT AND NATURAL RESOURCES 

Irg.nc4bn8Do.IIcMw RADIOACTIVE MATERIALS LICENSE -urmub nmnu a-cm 

COlroITlONS (conthued): 

36. K. 

L. 

M. 

N. 

0. 

P. 

Q. 
R. 

S. 

T. 

U. 

V. 

w. 
X. 

Y. 

Z. 

u. 
BB 3 

cc. 

DD. 

EE. 

F M ~ E  27 

Page 6 at' 6 
Llccnw No.: 060-1014-3 

Application for Ameodmnt datcd Match 1 1 , 2 0 0 3 , ~  by Paul J. Early, RSO. 

Application for Ameadment with attachmcab dsted June 11,2003, signed by Paul J. Early, Corporate EO. 

Application for AmraQnaot wirh attachmcnta dated August 6,2003, si@ by P d  J. Early, Corporate RSO. 

Applicntion for -ut with atCachnrrmto &tad June 20,2003, signed by Paul J. Euly, Carporote RSO. 

Application for Amsndment &tad August 2 1,2003, &igmd by Paul J. Early, Corporate RSO. 

Applicadon for Amendment dated Septamber 9,2003, rignod by Pauk J. Early, Corporate RSO. 

Application fix Amcndmme with attachmnm dated October 16,2003, signed by Paul J. Early, Corporate RSO. 

Applicution for kmsndment. with amhments dated octobcl. 24,2003, signed by Paul J. Early, Corporate RSO. 

Appliarion for &naxhat with attachments d a d  November 24,2003, s i g d  by Paul J. Early, Corporate RSO. 

Application for Amsndment with attachments h a d  December 08,2003, ~ i p d  by Pad J. Early, Corpomte RSO. 

Application for Amradmtnt With attachments dated December 17,2003 and Application for AmMldmem dated December 
30,2003, both signed by Paul 3. b l y ,  Corpomtc RS.0. 

Adrninimative Amsndment 

Letter dated April 1,2001, signed by Paul J. Early, DABSNM, DABMP, VP, BO. 

Application for Amndtmnt with attachments dated May 11,2004 signed by Paul J. Early, Corporate RSO. 

Application for AmEDdmcm with attachments dated April 15,2004 signed by Paul J. Early, Corporate RSO. 

Application for Amendment with attachmenu dated July E, 2004 ti@ by Paul J. Early, Corporate RSO. 

Application for hmdment dated September 28,2004, B i p d  by Paul J. Early, Corporate RSO. 

Applications for AmenQamt dared Scptcmber 14,2004 and September 22,2004, and facsimile dated September 20, 
2004, all dgaed by Purl J. h l y ,  Corporrrt RSO. 

Applkatiodj far Amendmerat dated Octok 8,2004 and October 17,2004, both signed by Paul J. Early, Corporate RSO. 

Applicdon for Amcadmcnt with attachmento dated January 4,2005, eigrvd by Paul 1. Early, Corporate MO. 

Applicadonr for Amendment witb rttrchnmb both dated February 7,2005, both a l p d  by Paul J. Early, 
Corporate RSO. 

For: Beverly 0. flrll 
Chief, Radiation Promtion W o n  


