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THE UNIVERSITY OF m ALABAMA AT BIRMINGHAM 

Janu;1ry 10,2008 

Michelle Simmons 
U.S. Nuclear Regulatory Commission 
Rcgion I Office 
475 Allendale Road 
King of Prussia, PA 19406 

K-3 

RE: Letter of Verification for Jaiiis O’Malley, M.D. 

Dear Ms. Simmons: 

In accordance with your request received by telephone yesterday. 1 am sending you this 
letter in order to verify that Janis O’Malley, MD., who is the head of the Nuclear Medicine 
Division here at the University of Alabama Birmingham (UAB), is specifically listed as an 
Authorized Physician User on the Nuclear Nlcdicinz ‘Division radioactive marerial license # 
313 issued by the Radiation Safety Program in Occupational Health & Safery at UAB. I am 
enclosing a copy of rhc Nuclear Medicine Division radioactive inaterial license # 3 13, with 
amendments. This documentation verifies that Dr. Janis O’Malley is an Authorized 
Physician User for 10 CFR 35.100 (use of urisealcd byproduct material for uptake, dilution. 
and excretion studies for which a wn’tren directive is not required), 10 CFR 35.200 (use of 
unsealed byproduct material for imaging and localization srudizs for which a written directive 
i s  not required), and 10 CFR 35.300 (use of unsealed byproduct rnatcrial for which a wrirten 
directive is required) administrations of radioactive inateiials to humans ar the University o f  
Alabama at Birmingham. UAB is licensed for the possession, use, and storage of radioactive 
material by license # 266 issued by the Alabama Department of Public Health, Office of 
Radiation Control, which is a broad-scope radioactive material Iicense. A copy of license # 
266 was sent to you by the US. Postal Servicc as parr of a letrer dated January 3,2008, which 
you should receive shortly. Please do not hesitate to contact me if you have any questions or 
need any additional information. 

U 
Bradley S. Brinkley, M.S.. M.B.A. 
ABR Cenified 
Radiation Safcty Officer 
Univ1:rsity of Alabama ar Birmingham 

Enclosures 

Occupational Health and Safety 
445 Gommunity Health services Building 

933 10th Street Saurh 
205.434.2487 

’ Fax 205.934.74.97 
www.healtlisafe.uab.edu 

Mailing Address: 
CHI 9 445 
1530 3RD AVE S 
BIRMINGHAM AL 3529A-20A1 

http://www.healtlisafe.uab.edu
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ILOIOACTXVE RlATEIUAL LICENSE 
UNIVEIzsmY OF ALABAMA AT BIRMINGHAM 

Pursuani to the Alabama Regulaiions for conlrd of Radiation and to rh t  (JAf3 Radiarioii Sefeiy 
Frocedures Moiiual and in reliance on statemerirs and represcntations lwretot'orc madc by thc 
licensee, a license is hereby issued aurhorizini;. rhe licensee to receive, possess, and trailsfer 
radioacrivc niatcrial listed below. ?'lis license is subject to all applicablc mtes and rcgulations O C  
rhe Alabama Snte  Department of Public health and UAR Radioisotopes and Radiation S n h y  
Commimr now or hcreaftcr in effect and to any conditions specified bclow. 

LICENSE AUD CONDI1'IONS OF L.ICENS[JRE 

!. Name: Sixlear Medicine Division 2. license Number: 3 1 7  
I?iabmoslic l~iidiology ~)eparcrnCm 

3,  (::ami~-!s Meiling nddress: 4. AmencirnznL Numbcr: 42 
Second Floor. Quarterback T u w c  
i . 'S3 Mcdicni Cenrcr 

Amended in its enrirery 

6 .  Radioactive 7. Chemical and/or 8. Maximum Radioacriviry 
Material: Physical Form and and/or Quantity Which 

Licensee May Posscss at 
Any One Time: 

.%utIiorized USC; 

See J%ge 2 See Page 2 See Page 2 

9.4. Thc liccnsrc may also use and swre !-dioactive marerials iii Room 557 of. Spain 
Kehabilirarion Center and in the Pulmonary Laboratory on the second f a o r  of t l x  Krackc 
Building, and in Room M-806 of the West Pavilion Building. Room 527 in rh? %e:gler 
Rcstwch BuiIding inay be used as an additional imaging area. When difiically I I C I C L ' S S ~ ? ~ ~ .  
the licensee mny perfom diagnostic studi::s with radiopknrrnaceuticeis on h u m m  paiicilrs 
withit: rile patients' rooms. Therapeuric adininisuation of r~idioplrari~~;lcellti~a!~ ~o hunm 
paiiencg may also bc pcrfomtd withill tht: paticnts' rooms; however. rhese z c  li!nitcd IO 
privnte rooms when doscs exceed 30 millicuries in activity. 

10.4. Radioactive materials listed herein, cxccpt Subirems 6U, G W ,  6hE, &AI, and 6 .W I I X ~  bo 
used by, or under the supervision of the foliowing personnel: 

Eva V. Dubovsky, M.D. 
Charles D. Russell, M.D., Ph.D. 
Johnny Sootr, M.D,, Ph,D. 
Ami Iskandriann, M.D. 

Gerald Pohosr, .M.D. 
Robm C. Boilrye, M.D. 
James Mouna, M.D., Ph.D. 
Elrntr San Pedro. M.D. 
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&A. Group I of 7.4. 
rhe schedule o f  
Groups of Diagnostic 
Uses Listed in 
Schrduic D of 
Sccrion 420-5-26.07 
Of the Alabama 
Regula tioiis 

6H. Group I1 of 
The schedule of 
Groups of Diagnostic 
Uscs !.isted in 
Scticdule D of 
Sccrion 120-3-26.07 
Of ihc Alabama 
R q u l  2 t' ions 

6C. c:l*ol!p I!! o!. 
?hc schedu:e of 
Grcups of Diagnostic 
Section 520-3-26.07 
Of rhc nlabamn 
Regulations 

GD. Molybdenum-99 

6E. Techiatium-99rn 

GF. Xcnon-13; 

6G. Iodine-13 1 

61-1. iodine- 13 1 

GI. Cuba11 37  

6j. ivbinc-!l5 

7B. 

7c. 

7D. 

7E. 

7F. 

7G. 

7H. 

71. 

7J. 

Chcmical andor Physicai Form 
and Authoriztd USC: 

Group I stud:cs in humans which involvr 
measurernm:s of uprake, dilurion and 
cxcretion for which an NDA and N D  
has been issccd by the Food and Drug 
Adminisrali In (FDA) 

Group Ii studics in humans which involve 
imaging and rumor localizations for- which 
an ND.4 2nd nn TND hss been issusd by 
rhe Food and Dmg Adminisuatior. (FDA) 

Group 111 shiiics in humans which irivolvt 
us2 of gtncrxors and rcagtnr kiKS for 
preparation 2nd use o'radiaphainiaccutic3ls 
employed fw bvhich an NDA and IND 
hns been ismied by thc FDA 

Generators (YEN Model NRY-l96F, 
Squibb Minetec 13-389L; Union 
Carbidc blocel3503 and Mallinchodt 
Ultrstechnecdl FM) for 991rTc Production 

Pmechnetati: of h4DP for Group I, 
II and 111 Dkgnastic Srudies 

Gas and saliite solution 
for Group I1 Diagnostic Studics 

Sodium Ioditic for ueatment of hyper- , 

thymidism ertd thyroid cancer in humans 
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Niiclcar Mcdicinc Division 
Liccnsc 3 13 
Pagc 3 

S.K. 200 Ki 

61'. C'csiurn- I 3 7 7P. Sealed Sourcc (NGN Model NES-356) 
for instruinenr calibration 

GQ. Cobalt-57 7Q. Sealed Sourcl: (NEN Modcl-206) 
for iaswumm i calibration 

6R. Cobalt-57 7R. Scald Souct: (NEN Model NES-297 

for instrunltx[ calibration 
NES-391 O~PJES-8009) 

6R. 5 rnCi 

6s. Barium- 133 7s I Scaled Sourc~: (NEN Model NES-35s) 
for insti-umcnt oalibntioil 

T?'. 

7u.  

-v. 

7w. 

7x. 

iY .. 

72. 

Labeled antinionp trisulfide colloid 
for cancer detection management 

G W. 'I'cchneriuni-')9m 

GX. Technctium-99ni 

GY. Technetium-99in 

62. Indium-1 1 1' 

Labeled trin-\sthyhromo RTDA for 
hepatobiliary imaging 

Labelcd anti-inclanoma monoclonal 
antibody foe c;anctr smdies 

$ Y .  AS Neccieb 

Labdcd anti-iXA monoclonal antibody 
for cancer studies 
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6AH. Indium- 1 1 1 

G A C .  Cobalt-5; 

GAD. Iadinc- 1 I ! 

6 . a .  Technetium-99m 

6AF, Iodine-125 

6.4G. Iodine-13 1 

7m. 

7m. 

7AC. 

?AD. 

7AE. 

7AF. 

7AG. 

7AI-I. 

7AI. 

7.41. 

Gulf Nuclea: Model GD-1, Amershain 
Model GDCCY 1, YEN Model NER-430 
Or Biosoumcts Limited Model OS-? 13-A 
Sealcd s o m c  for human use of bone 
Absorptiomctry units manufactured by  NO\^ 
Diagnostics Systems (Model BMC-Lab 33A) 
Or Lunar Radiation Corp. (Model bP-3  j, 
both dmigncd for bone mineral measurcnients 

SA?.. ! ..i C'U!.!L'S 

Labeled antibody to PSA for derection 
of prostate ciircinoma 

Flood sourcc for quality BSSUTBTICC 
cliecks on gemma cameras 

Labeled Chiineric IgG3 E-72.3 mono- 
clonal antibcdy for use in treating paiilr\rs 
wilh advai1ce:d colorccral carcinoma 

As pcrtechmrrate for use in qualiry 
assurance of dose calibrators and 
gamma cemeras 

Labeled Chimric 17-1 -4 monoc1on;rl anti-, 
body for usc in treating paticnrs wjrh 
advanced eo ,oreclal cancer 

Sodium Iodide for labeling murine 
MoAb D612 antibodies and for rhera- 
peutic administration and evaluation of '"1 
Iabeled monmIona1 antibody D612 in 
patients having metastatic gastrointestinal 
cancer according Study uAc:-192 
(TND. 3654) 

Strontium ckloridz for use in evaluation of' 
89Sr-therapy in patients with merasralic 
cancer ol'thc prosrate 

1,abelrd MI9G for use in a diagnostic 
srudy of pheochromocytoma and 
neuroblast o i x  

I.abeled ortliohhippurare for usc in 
measuring e:Ictive renal plasma ilaw 
in paricnrs 

@I 005 
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Nuclaar Medicine Division 
Liceeac 2 13 
Page 5 

6AL. iodine- 13 ! 

6AM. Slr0nriurn-Sg 

GAN. Iodine-l:! 

6-40. Iodine-131 

G.\Q. Trchnaium-99m 

6-All. Fluoroine- 18 

7 . a .  

7hL. 

7m 

7AN. 

IAO. 

TAP. 

7AQ. 

7 A k  

labeled DTPA for use in measuring 
glomerular tiirrarion rates in patients 

89Sr MetasPon for use in cancer thcrapy 

labclod murine monoclonal antibody 
ID 37/dg ricin A chain irnniunoloxin for 
Therapeutic use in paticnts with chemo- 
Therapy-res] srant B - G ~  lymphoma 
(Reference IND 3960) 

Labeled inoriocIoiia1 antibodies for human 
adminisnation in study titlcd "Radioimmuni 
Imaging and Comparative Radiolocalizatioii 
of Intravenoisly Administered Monoclonal 
Antibodies Virectcd to the Tag-72 Antigen 
In Non-Sma'.l Cell Lung Cancer 
(NSCLC)." (ZIAC-097) 

Labeled morioclonal antibodics for human 
administration in srudy titled "Radioimrnunc 
Imaging and Co rnpararive Fbdi 01 oc a1 i zati on 
of InuavenoAy Administered Monoclonal 
Antibodies i)irccttd to the Tag-?', Antipen 
In Non-Sma:l Cell Lung Canccr 
(NSCLC)." (UAC-097) 

S.40. 29.0 rnCli 

Labeled fluorodeoxyglucose for use in 
performing'%."r i r n a p g  of the bmin, 
hean and ruwors as proposed in rhe 
srudy enrided "Metabolic Rate of Glucose 
Utilizanon hkasured by ''F-fluoro- 
deosy$ccorc Positron Emission 
Tomogmph! in Hmin. Hean and 'rum(~r" 

BAR. As Nccdzd 
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6 AS. I'eclincti UII I -9 9 m 

(ir\ X. 'I*& hneciu in -9 9 m 

7.4s. 

7.4'1'. 

7,411. 

7AV. 

7hW. 

7AX. 

7.4Y. 

Labeled sodii.im pcrtccli~ietaw and 
hesamL.thylpi~opylenet~m ine oxime 
for usc in pcrf'oiming SPECT brain scms 
ui epileptic p;itieiits as proposcd in the 
study cntirled "Performance of Icml Stnce 
Tc-99m FIM ;?A0 SPECT Scans in .Epilepsy" 

SAS. 300 m C ' i  

PencttLrotide for use in a study titled 
64~onipassioii;ate usc of ' 'L Penettreo- 
tide in patienis with known or 
suspected neuroendocrine tumors 
containing soinatostatin reciptors" 

SAW.0 I l l (  'i 

ScaIzd soiircc, Isotopc I ) r ~ d i ~ c ~ s  
Laboratories lvtodrl 3409, C!spsiiIu 
No. A3109 for use in a Piokcr Triple 
Head Camel-:! 

99mTc Iabelod IMl't\O 
afid ECD for iise in h.9otal 
protocol mtit:.ed "Ictal and 
and lace-ictal Tc-99m 
bicisatc (ECE) SPECT 
brain imaging: Comparison 
of thc accuracy of thc late 
ictal study to identify thc 
epileptogenic focus" 

@I 007 
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Nuclear Medicine Divisian 
License 3 23 
P q c  7 

6BC. IJnnium-238 

6BD. Fluorinc- 18 

GBE. Fluorint- 18 

6BCi Carbon-13 

7BA 

7BB. 

7BC. 

7BD. 

7BE. 

7BF. 

7UG. 

Scaled sowces Model No, MED3601 
MEXI 360! Irlanufacrured Byc North 
American Scientific, for usc as Linc 
Sources in a i  ADAC Vantqe  Non- 
h i  form Atknuarion Corrtcrion Camcrn 

Sealed sources, Isotope Products 
Laborarorics Model HEG- 13 7) for usc 
In an ADXC Laboratories Gamma 
Camera as /, rtcnuarion Correction 
Devices 

Depleted Uranium for use as shielding 
for attenuation correction device 

Labeled 2-fluorodeaxyglucosc for use 
in various nuclear medicine studies 

Labclcd 2-fl11orodeoxyglucosc for usc: 
in protocol eirirled "Role of FDG-PE'I'. 
Proron MK S ~ C C I T O S C O ~ ~  and Ma~mctic 
Source Iinag;iIg in Epilrpsy Surgcry" 

1,abclcd Mcriiodobcn~l~uanidinc 
(MIRG) for ~ i s t  in rhe pro1ocoi rntirlc 
"Cardiac Sympathetic Innervation in 
Diabetcs" 

Labeled Eryrhromycin for use in the 
protocol cnti:;led "1)tbTct and Time 
Course of Induction and Dc-inductian 
OfCYP3A4." 

@I 006 

8BC. 60 Kg rata! 

R. Thc niiioicrive material lisred herein may be used by Michael Yester, P1i.D. and Gary 
Barnes. P1i.D. for quality assurance tests and radioactivity dcttrminations and radiation 
survcys to indude h e  leak resring of ses1t:d sources. 

C. The radioacrivo mamials listed in Subitcins AF End AH of Conditions 6. 7. and S may bc 
used by or under the siipervision of Ruby Meredith, M.D., Ph.D. 

!I, Cardiac imabing %mi function srudits using Tc-99m and/or TI-20 I may be pcrfcnieci by  
or wdcr the siipcrvisioii of Thomas D. Payne, M.D. and Mark Lawson, h I s D .  

E. 'fhc merenil lisrcd in 6B1, 7Bi and SBI is IO be used only under supervision o!' 
Jaines ]i/iounrz, M.D. 
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Nucltar Modicinc Division 
Liccnse 3 13 
Pagc 8 

1 !A. 

!3. 

C'. 

n. 

E. 

12. 

.* !>. 

!3 .  

15. 

16. 

Each sealed source wid1 a half life g c a m  rlian thirry days and in any form olher h i n  a 
gas shall bc tested for leakage and/or conraminarion ar inrervals nor 10 exceed sis months 
or at intervals othenvise authorized by the State of Alabama, an Agrecmennr Srace, or rhc 
Nucludr Regulatory Conirnission. In the absence of a certificare froin a tlxnsferoi- 
indicating that B rest has been made within six months piior to the rransfcr, thc sco!cc! 
source shall nor be put TO use until tested. 

The bcta or becivgernma emitting standard$ uscd far quality ;Lssur;lncc oi' (10s~' 
calibra!ions ere txzmpr from leak restin;:, 

The ieSi shall bc cepablc of derctring tilt ptedeI1ce of' 0.005 microcuric. o f  ridio;?ciii*o 
mrtrial  on rhc iesi sample. The tcS\ simple shall he raker. from the scr?leci sowcc 0:. 

from the surfdcc oi' rhr device in which the sealcd sourcc is ptrmanerir!y mour;lcd 1'11' 

slored. svhere one r?:.ight expect contamination 10 uxumulax. Recores of IC& tcsls s!xr!l 
be ktpr in units of microcuries and mainrained for inspection by thr Raaio!ogic:il i.ie:il:h 
Branch of h e  Alabarna Department of Public and the UAB Raaia~iclii Sal'c~y Ihvision. 

Jftlic tcst reveals the presence of 0.005 riiicrocurie or more of removablc contomin*ir' ion. 
rhe licensec shall immediately withdraw the scalcd sowcc from m e  and notify ~ h c  
Radiation Safety Division. 

Nowithstanding the periodic leak test I-cquired by Subitem 11A.. any licensed scaled 
source conraining radioactivc marerisl is exempted from periodic leak icsts provided thtL 
the quantity of radioactive material cont::ined in the source does not exceed ten r i m s  Lint 
quantity specificd for the radioactive mal.en'al in the attached Schcdulc B. 

Raaioactivc Materials listed in Condihn 6 may be used in Room 514 of the Rcvill 
Riomcdical Research Building, Room )I1 12 of thc Ernergctncll Dcpamcnt, and in  the 
Nuclear Medicine Department Iocated or. the sccond .floor of Quancrhack Tcww. 

Pesirnra containing lodine-13 1 for thc trcament of canccr shall remain haspii.olixtd ::xi1 
rht  residual activity is 30 niillicuries nr less or rhr: maximum dose rate a i  ii disluncc oi' 
one nwwr from the surfscc of the patianl's body is 5 miilircm per twit; or  less. 

Tcchnctium-99rn pci-tcchnctate shall be procured in sepruated, prepackaged, p i ~ ~ i ! 1 i b ~ t ~ d  
fomi from 8 pharmaceurical supplier who manufacturcs the pr0dLil;KS undn- npprciprialc 
pharrnnceurical controls related TO m a y ,  identhy, quality, purity, srcriliry. ;mi! 
pyrogeniciry. Notwithstanding the farcg,ing requirement, rechnetiun~99m pcnechneratc 
may be eluted and prqparcd flom a Moly~dcnum-99/Teclmetirrm-')9m generaror. 

Radioactive material prepared by the I..cmsee may be uscd in humans, provided rht 
product is produced under phannaccutical controls related KO assay, idmtiry, qud i ry .  
puri~y. sterility and nonpyrogenicity. 
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N u c l m  Medicine Division 
I.,ic<nsc 3 13 
rape 1) 

Any adverse reactions or occurrences fellowing adminisaation of raciicip'na;rnaccuticnis 
to patients shall be reponed to the Radietion Safety Officer. Any acute Iifc-thrcaicniny 
rencrioti or occurrence shall be repotzed immediately; other adverse rcactions or 
occurrences shall be reported within rwo weeks. 

It is the responsibility of the investigative user to immediately rcport to thc Kadiouctiw 
Drug Research Committee via the Radiai:ion Safety Officer as soon as i t  is known that "n 
approved human use research projcct will involvc more than 30 subjects or will involtt :: 
research subjecr under 18 years of age. In either casc, the investigator \vi11 bc rccluircd io 
iniinediately submit 3 special summary rt:porr to h e  FDA. 

It is thc responsibility of the investigat:.ve user to report: quarrer!y the activiry of any 
approved research project to the Radioactive Drug Research Committee, Fonn KL) (Scu 
APPENDIX M) must bc cornplered and s m r  to the RSD no Iater than IWO weeks 
following each caltrldar quarter. Repoil s of inactivity of untcrminatzd research srudics 
musi also be submitted. 

Ir is &e rzsponsibi!ity of the invrxtiga.ivc user io rzpon annueily ihc rcstliis oi' ihr 
approved research projeci to ~ h c  b d i o a c t i v z  Drug Research C:om!-:iwc wl!ich \ri!i 
f'ow;?rd the rcuorr rlo the FDpl. Fomi FE 20 15 (,See Appendix L) iwst bc c,t)mplc:cd ant i  
sent io thc RSL) T,O 12ret Than two weeks aftcr Ilecember 31 of coch cslcndnr yca:. 
Report5 of inactivity of untemiinated rcwarch studies must also bc submitted. 

'The gcnzrdtor or reagent kits authorized by the Group 111 Schedulc must be used and rhc 
radiopharmaceuticals pTepaskd accordini; ro the instructions given in rne brochurc fioiii 
the manufacturer spccified on the container labeling. 

Rcfort ahinisuarion to panents. each clution of teclmetiuin~99m from the ~ C I I C I ' L L I O I '  in 
to be tcsted IO deremine Molybdenum-9) concenrrarion. This tcsting shal I be conductci! 
according to written procedures and by !)enomel who haw been specifically m i n d  to 
pcrforrii these rcsrs. Elurions containing more &an 0.15 microcuric 01' Molybde;iun-L)9 
per millicurie of technerium-99m shall not be used. Maintain for thrsc years records of 
the Molybdenun-99 test conducted on each elution from pencrators. 

The Nuclear Medicine Division shall prohibit the administration to patients of 
rechnetiun~99m solutions containing 2.5 microcuries or more Moiybdcnum-S)9 per 
administcred dose. 

Thc Nucloar Mcdicine Division shall piohibit further adminis t rzh  ICI petie!lrs if t h c  
radioactivity of other chemical fornis in the label exceed ten pmccnt o!' rhr mu! 
radioactivity at the rime i t  is labeled. 

Tcchncrium49rn labeled sulfw- colloid Frcparatiions which are flocculccnt Oi aggrcg;!tcd 
shaI! nor be uscd ir! humans. 
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Nuclear Medicine Division 
Liccnsc 3 13 
Pagc !O 

23, Radiatiog monitoring requirements for personnel working with radioisoropes arc 9s 

follows: 

A. bdiat ion monitoring to measure whole body cxposurc .cnd/or skin of wnole 
body exposure is required fobr personnei working wirh stock solu-cio!?~ oi' 
ndioisoropcs of ypts  and in rhc millicurie: activities given below: 

Radionidide :'\ctivity (rnCi) 

Iodine- 13 1 10 
iron-5 9 2 
Potassiun-42 10 
soaium-24 0.5 
Technet iuni-99m 30 
Molybdenum-99 IO 

B. Finger inonitors to measure cxtrtmily radiation exposure are rtquircb for 
personnel handIing stock soluticns of radiopharmaceuticals of thc lypts and ill 

rhe millicurie activities given below; 

Radionuclide Activity (mCi) 

Iodine-] 3 1 10 
kon-59 0.5 
P ~ o s P ~ ~ o ~ I J s - ~ ~  I 
Po tassi um-12 0.15 
Sodium-24 0.5 
Tcchncri urn-99m 20 
MoIybdcnw-A9 10 

24. -4. TTic license:: may pcrfom floor surveys for radioactive coiitoniiiiaiion. tising ihc 
3mcedure end equipment described in the .mcrno-rdum dared Octobcr 30.  
1997. 

B. 'Thc liccnsce is required to perfom packagc s w c y s  of rhenpeutic quani!tics o!' 
radioiodinc (greatcr than 30 millicunes) reccivcd dirccrly from 
radiopharmaceutical dismbutors. utilizing a porrable ioriization ciianihcr survey 
miter capzble of measuring th2 radiation levels surrounding such yackagcs. 
Records of surveys of packages received directly fioni thcse dmibuton must be 
maintained for inspection at leasi fivc years following the safe disposai oi'ilicsc 
radiop hannaccutlcals. 

25. Whcn personnel monitors 3re required, rhese monitors musf be worn in all arcas whcrc 
my occupational exposure to ionizing radiation m2y occur from its use. 

X A .  Radioactive waste .known or suspcctcd tc contain infectious material iiiust bc eftcctivcly 
rrearcd with a chemical disinfectaiir prioi 10 disposal in radioactive wasw rrceptacics. 
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.h::dcai Mcdicinc Division 
I.iccnsr: 3 I3 
! ' q c  ! i 

3, 

c. 

D. 

-.  77 ,  

3s- 

29. 

30, 

31. 

33A. 

R. 

C. 

Radioactive wasre packages know ro conrain gaseous products (it., rritium v,wc!* upor .  
iodine. carbon dioxidc) in microcurie quantities (or mow) must be visibiy Inbclccl 
CAUTION RADIOACTIVE GAS. 

Radioacrivc waste r n w  nor bc capable o f  gcaeraring and/or r z l a i n g  loxic gases, vapors. 
or fumes harmful to persons traiisporting, handling or disposing of thc waste. 

Liquid mdioacrive wasres musf be adjust-d in their ion concennation ro a pH rangc 01'5.0 
to 9.0 and otherwise trcated ro make rh2m non-reacrive (with respect to reacciarls \bsith 
w3ter or other chemicals or biological constituents of the waste solution). 

11' r h t  radiolabzltd matcriia1s used are inftctious, they will have to bc handlcci as Class I! 
infectious agents, and will require the apmval of the UAB Biosafcry Conimittco. 

Rdcquzte shielding must bc provided whilt working with gamma tinirrers bccausr o f  ihc 
medium to high eIec.rromapnetic radiatim. 

Appropriate shiclding of low aromic nurnbcr should he providtc! iv11c.n vi.orkii?ij vbi;!~. 
i?igh-rn eiLy beta en? ittcrs. 

Labora~ory pcrsonncl art rcquirid co wcar outer protcctive clothing (i.c.. g!o\;cs and !nh 
coar) . 

Bioassays shall be performed at a frequency determined by the Radiahn Safety Ofiicc;.. 
A baseline study for each individual is requircd during the first inonth of radiokmqx 
work, and shall be scheduled with the Ridiation Safety Officer. Whcn required, specific 
routine monitoring requirements are give in Supplmentary Sheet &ritIed "Bioassny 
Schedule: which becomes a part ofthis licmsc. 

Hoods or enclosures approved by rhc Radiation Safdy Officcr n i u s  bc uscd whiic 
working with dusv forma or volatile foims of radioisotopes (such as duyiilg 
radioiodination proccdures). 

Prior to using any hood or enclosur~ for mdioisotope work. approval musr be obuined 
from the Radiation Safety Officer, Any hood uscd musi be ducted to the ouiside af i h  
building. 

b. New or existing prcfilrers must be changed at such inrends as to n m t  thc  bow 
airflow requirements. 

c. Activated cha~coal filters must be used in addition to prefiliers. Both tygics o!. 
filters must be accessible md easily removed. 
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d. The Itadiarlon Safcty Division !nus1 be notified when a rabioisoiopc houd is 
' suspcctcd oi' known to have 3 i o a u  than rcquircd airflow raw. 

e. Planning for emergency situaticps (i.e., fume hood hilure) is csscnrid. '!'!t List 

of a dcsigna~ed allemare hrnc h w d  must be given prior considcr,*t' L.1017. 

f. A n  altcmatr fume hood niiist '>E dcsignartd for storage during ai1 zmeryzwv 
situation (Le., funic hood failure dr hood low-flow alarm). 

Radioisotopes must be placed in sealcd containers during autoclaving proccauris in such 
a manner that no breach of primary cominrnint will allow volatilc missions from thc 
container to occur. 

No radioisotope effluenr release via thc hood or sewer in each experimen: is allowed 
except that small quantity which might Itscape during normal operation. -4 trrip musi bc 
provided initially during 3 procedure to collect radioactive cfflucnts. This is to provide 
darc for die determination of releases during radioisotope work. The aniouni of relezsr 
musi be derennined (in microcurie qoantitics), documented and then scnt KO thc Kadinrioi: 
Safety Division for review for cach procedure whcre an effluent rcleasc is Iikcly. 

Contaminated articles must be propeily decontaminated or disposcd through thc 
H3w.rdous Marcrids Faciliry. 

Fhdling of Iaboratory animals and ar.in!al waste ~411 b2 donc only by pcrsamcl dircc11y 
involved wirh his rcsemh. 

!ippropriarc instrun'enutior? should be p uvided in the laborarory fir conducting 
radiation survcys. 

Adequate space should be providcd for s';orye of radioacrive manrials and for workin; 
arcas when utilizing these same marerial:;. 

Surveys for commination andlor radiation levels are to be pcrformcd Jaily (when uscd) 
exccpt wherc orhenvise provided in Subitem B of this condition, in arcas dcsipcd for 
radioaetivc matcnal USC. Wipc samples should be raken from work surfaces and counrcd 
to dstcrmine contamination levels. These surveys must be documented at least on ;i 
weekly basis. It is rccommcnded that t h e  surveys be performed just before t!x daily 
lunch break and at the end of each day in which thesc isotopes are uscd. 

In any labomtory where "Deminimus Levels of Radioactivity" (use dcfincd and przscribcd 
in Rcvision 1 of Sccrion XIII, ofrhe UAJ3 Rtidiarion Safery Procedures Manual) arc used, 
area surveys of radiation levels and/or contamination arc: rcquircd to hc performed and 
documenred ai weekly inrervals if it is used there during any portion of 2 wcck. 
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>SA. Rccords ofradioactive material transfer to and from the laboratory arc to bc mainrained i n  

a log. These records must reflect the f011,m~ing: 

, Date of‘Transfcr (Receipt or Disposition) 
Type of Radioisotopc 
Amount 
Chemical Form 
Name of‘Pesun making the: Record Enrry 

U. Redioactivc material wastes rhar arc pcnmtzd by rhr licerisez n w c s s i t u  s p m ~ l  rccuiis 
10 accurarely account for thcir rcmavol from the laborarory (cithcr through circay or 
transfer). A log book must be maintaiicd to indicate how thr ridlOiici!vc w s t c  nC;:s 
removcd and must provide the following .ilforniation: 

Control Nunber 
Date ofnisposal of Container* 
Type of Radioisotope 
Activisy** 
Physical Forni 
Cnemical Form*** 
pI1 (if liquid material) 
Name of Person Making the Recxd Entry 

*Radioactive waste must be packaged according to Radiation Safety Division Policy. 

**The licensee must have documentation silpporting estimates of the radioactivi;), in thc 
various fomx of waste. Disposals by d e x y  must indicate the radiatior.. rates that wcrt 
mcasured at h e  timc of disposal and thcsc ‘nay nor cxcccd background cxp~surc m u .  

**Thelates thar are in Cie waste must be idersified md ifrhc volume ofchelntes is suspcicti 
to esceed 0.1% of the material. irs volume is to be estimated. 

C. Radioactive niatcrials are authorized for decay to bvicc background levels, providcd ih:i1 
rhcy are properly surveycd, and subsequer I disposal are properly documented io: 

Date of Disposa! 
Physical Fomi of Radioisotopes 
Type of Radioisorope 
Serial Number of S ~ : r ~ e y  Meter 
Merer Reading 
Background Reading 
Namc of IndividuaI Documentin&; Disposal 

1). Excqt for diagnostic kits for “in vitro’fnelicnl studies, Radioactive Material Use Recor5.s 
n i w  be maintained TO accurately accounr for the disposition of radioisoropes while in ilrr 
laboratoiy. These records must reflect the followiiig informuion at the rime of use: 

014 
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C.bntrol Number 
Date of Use 
Specific Plcriviry (mCi/ml or ~n(li/grn) 
M o u n t  Us;d (ml volume or gm weight) 
Calculared -4cdviry Lised 
Rosidual Activity in Originat Container 
Nsfne of Person Making h e  Record Entry 

3 9.  Laborarory pcrsoimcl having ncither fo:mal radiation safcry training nor cspcricncc ii: 
radioisotope rechniques are required TO take the UAB Radiarion Safery Training Course. 
Persomid who have had a fornial safey training course in radiation and who havc had 
some experience must take the third day of the UAB safety procedure and policy. 

40. Except as specifically provided otherwise by this liccnse, the licenscc shall p o s s w  2nd 
usc radioactive mazerial described in accordance with starcmenrs and represciirclrions 
contained in the following documents: 

Nuclear Mcdicine Procedures Manual. 2000 cdirion 
UAB RadizLion SaI'q Pmcc&irc:s Manual, where applic;ible, 2nd 
Radioactive Marerials hpplicrtion, datcd July 3 I ,  197s and July 27. i 983 
Leneis of correspohdenci dated Ilecenibcr I?. and 19, 1 O R 4  April 10. i OS5: I~irlc. 
IO, 1987 and J a n u q  8, 1988. 

. r  

Direcror of Radiation Safety Chdr, Radioisotope & Radiation 
Safety Committee 



OHS Ol/f0/2006 1 3 : 1 7  FAX 2059347467 
@I 029 

UNIVERSITY OF ALABAMA AT BIRMINCR-4M 

SUPPLEMENTARY SHEET 
RADIOACTIVE MATERIAL LICBNSE 

L.icease Number: 313 
Pmendment Number: 53 
hiended In Its Entirety By: 42 
Expiration Date: Septeinbcr 30,20 IO 

Nuclear Mcdicine Division 
d o  Janis O'Ma.lley, M.D. 
Director of Nuclear Medicine 

' Deparhneiii of Radiology 
260 Jefferson I'owars-6855 

ln accoraaiice .with amendment request dated March 9, 2006, Radioactive Materials 
Licensc Numbs  313 is heFeby reviscd as follows: 

Subitcm A of Condition 10 is chauged as f o l h ~ s ;  

70 CHANGE: 

1OA. Radioactive niaterials listed herein, except Subireins 6U, 6W, 6AE, 6,4F and OAR. 
may be: used by, or under the supervision ofthe fol1owin.g personnel: 

Janis 0 Malley, M.D. 
Eva 1'. Dubovslcy, M.D. 
Robm C. Bourge, M.D. 
Johnny Scott, M.D., P1l.D. 
Ami Iskatidrian, M.D. 
JaeAyong Heo, b1.D- 
Jon A. Baldwin, D.O. 
Leland W. Earon. M.D. 
Sibyl! Goem, M.D. 


