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Amendment No. 3 

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of Federal Regulations, Chapter I, 
Parts 30, 31, 32, 33, 34, 35, 36, 37, 39, 40, 70 and 71, and in reliance on statements and representations heretofore made by the licensee, a license is hereby issued 
authorizing the licensee to receive, acquire, possess, and transfer byproduct, source, and special nuclear material designated below; to use such material for the purpose(s} 
and at the place(s) designated below; to deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This 
license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations, 
and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified below. 

Licensee In accordance with letter dated 4. Expiration Date: August 31, 2021 

1. Essential Isotopes Jul~Rof\-
f :y >c 1 5. Docket No.: 030-38129 

2. 1513 Research Park Dr. Reference No.: 
Columbia, MO 65211 

6. Byproduct, source, 7. Chemical clft:#or physical Maxin-bunt that liceliliee 9. Authorized use 
and/or special nuclear 
material 

A. Fluorine-18 A. Any A. For preparation and distribution of 
radioactive drugs and radiochemicals 
for medical use in accordance with 10 
CFR 32. 72 and for non-medical use to 
authorized recipients. 

8. Nitrogen-13 8. Any V\a-"12 curies tota~ Q' 8. Same as Subitem No. 9.A. 

C. Carbon-11 C. Any C. 2 curi~!ftal C. Same as Subitem No. 9.A. 
.')~ 1, 

D. Oxygen-15 D. Any 1 @rie total D. Same as Subitem No. 9.A. 

E. Copper-64 E. Any E. 1 curie total E. Same as Subitem No. 9.A. 

F. Gallium-68 F. Any F. 200 millicuries total F. Same as Subitem No. 9.A. 

G. lndium-111 G. Any G. 100 millicuries total G. Same as Subitem No. 9.A. 

' 
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6. Byproduct, source, 7. Chemical and/or physical form 8. Maximum amount that licensee 9. Authorized use 
and/or special nuclear may possess at any one time 
material 

~un~7nse H. Lutetiurn-177 H. Any 
' 

H. Sarne as Subitern No. 9.A. 

I. Lead-203 I. Any I. 100millicuj~ I. Sarne as Subitern No. 9.A. 

J. Any byproduct material J. Sealed Source~- J. 20 rnillicuries total ~ J. For use in calibration and checking of 
permitted by 10 CFR J.. the licensee's instruments. 
35.65 

K. Technetiurn-99rn K. Any 40~1 CJ K. For quality control testing purposes as 
"· .,. ·' - a service as described in letter dated 

October 1, 2014 (ML 14280A583). 

L. Molybdenurn-99 L. Any -- L. Sarne as Subitern No. 9.K. 

M. Any byproduct material M. Any M. For possession and storage of potential 
with Atomic Numbers 3 contaminants contained in 
through 83 Mo-99/Tc-99rn test batches. 

"/) CONDITIONS 

10. Licensed material may be used or stored at the license~acUities located~'tj513 Research Park Dr., Columbia, Missouri, 65211. 
~ ","\,..0< >' 

t,'''-s!. ~,.~ ,,~ 

11. Licensed material shall only be used by, or under the supervision of: 

A. A pharmacist working or designated as an authorized nuclear pharmacist in accordance with 10 CFR 32.72(b)(2)(i) or (4). 

B. Authorized Nuclear Pharmacists: 

Andrew Borrok, R.Ph. 

Marc D. Weichelt, R.Ph. 

Scott Brower, R.Ph. 

Jon Woodward, R.Ph. 

Nicholas E. Roberts, Pharm.D., R.Ph. 
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12. The Radiafion Safety Officer (RSO) for this license is Ro;ww EHP.(/ 

13. In addition to the possession limits in Item 8, th~e shall further restrict~ 
minimum limit specified in 10 CFR 30.35(d), i~b), and 70.25(d) for establishin-

session of licensed material to quantities below the 
.ommissioning financial assurance. 

14. This license does not authorize distributit?jo pe 

1../j 
15. A. Sealed sources shall be tested for \hkage and/, 

registration issued by the U.S. Nuclefr Regulate 
registration certificate, sealed sourp shall 
other intervals as specified. (/) 

B. In the absence of a certificate from 

the intervals specified in the certificate of 
32.210 ~ an Agreement State. In the absence of a 

a,mination ~ntervals not to exceed 6 months, or at such 

within the intervals specified in the certificate of 
r by an Agreement State, prior to the transfer, a 

he test results received. 

C. Sealed sources need not be tested if they co;Qn o,t:!!¥ hydrogen-3; or th~ corltain only a radioactive gas; or the half-life of the isotope is 
30 days or less; or they contain not more than 100 l:f:li,ct~fi~ ~-~/or gamma-emitting material or not more than 1 O microcuries 
of alpha-emitting material. '{ 

D. Sealed sources need not be tested if they are in storage and are not being used. However, when they are removed from storage for use 
or transferred to another person, and have not been tested within the required leak test interval, they shall be tested before use or 
transfer. No sealed source shall be stored for a period of more than 10 years without being tested for leakage and/or contamination. 

IH 

I,, 
I 
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E. The leak test shall be capable of detecting the presence of 185 becquerels (0.005 microcuries) of radioactive material on the test 
sample. If the test reveals the presence of 185 becquerels (0.005 microcuries) or more of removable contamination, a report shall be 
filed with the U.S. Nuclear Regulatory Commissio~inl\..~dft~ ;o.,cFR 30.50(c)(2), and the source shall be removed 
immediately from service and decontaminate,~~· or dispOSe~U t~;nce with Commission regulations. 

F. Analysis of leak test samples and/or co~nation shall be performed by person@ecifically licensed by the U.S. Nuclear Regulatory 
Commission or an Agreement State to ~orm such services. The licensee is auth~d to collect leak test samples but not perform 
the analysis. G:, J-, 

G. Records of leak test results shall ~pt in shall &aintained for 3 years. 

16. Sealed sources containing licensed ml,mrial sh 
specifically authorized. tJ) 

17. The licensee shall conduct a physical in 
Commission, to account for all sealed sou 
maintained for 3 years from the date of eac 
numbers, and the date of the inventory. 

v I 

rce holders by the licensee, except as 

' als ap~ed by the U.S. Nuclear Regulatory 
ssesseq' er the license. Records of inventories shall be 

s, quantities, manufacturer's name and model 

18. Except for maintaining labeling as required by 10 CFR 'Urt ~o~6f. ~licensee shall obtain authorization from the U.S. Nuclear 
Regulatory Commission before making any changes in the sealed source, device, or source-device combination that would alter the 
description or specifications as indicated in the respective certificate of registration issued either by the U.S. Nuclear Regulatory 
Commission pursuant to 10 CFR 32.210 or by an Agreement State. 
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19. The licensee is authorized to hold radioactive material with a physical half-life of less than or equal to 120 days for decay-in-storage before 
disposal in ordinary trash provided: 

A. Before disposal as ordinary trash, the waste J;ll~~!yed at the c~surface with the appropriate swvey instrument set on its 
most sensitive scale and with no interpose'-~l'elding to determine that its radlbjelivity cannot be distinguished from background. All 
radiation labels shall be removed or ob~Med, except for radiation labels on ma8a.ls that are within containers and that will be 
managed as biomedical waste after the~ave been released from the licensee. 

B. A record of each such disposal per 
disposal, the date on which the bypttffiuct mater" 
background dose rate, the dose ratl(neasured 
the disposal. 

20. The licensee is authorized to retrieve, r, 
syringes and vials and their contents. 

etained(5)3 years. The record must include the date of 
radionucro: disposed, the survey instrument used, the 
ontainer, S the name of the individual who performed 

mers. limited to radiopharmacy-supplied 

,tr/,P,, C, 
21. Except as specifically provided otherwise inWM!Lcense, the li~ar/68hduct io'tbgram in accordance with the statements, 

representations, and procedures contained in t~~cuments, including any encl~es, listed below. This license condition applies only to 
those procedures that are required to be submittecfin ~rdance with the ~~lations. The U.S. Nuclear Regulatory Commission's 
regulations shall govern unless the statements, representat~. * ~edlf res in the licensee's application and correspondence are 
more restrictive than the regulations. 

A. Application dated August 10, 2009 (ML092300637) 

B. Letter dated April 15, 2010 (ML 101160065) 

C. Letter dated October 22, 2010 (ML 112490564) 
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D .. Letter dated October 1, 2014 (ML 14280A583) 

E. Letter dated December 17, 2014 (ML 14364A388) 

OCT 28 2019 
Date:--------

Docket or Reference Number 
030-38129 

FOR THE U.S. NU OMMISSION 

By: -----------------------Bryan A. Parker 
Region 3 


