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MID-AMERICA ISOTOPES, XNC. 
706 EAST LIBERTY LANE 

ASHLAND, MO 65010 

September 27,2007 

US. Nuclear Regulatory Commission, Region 111 
801 Wanrenville Rd. 
Lisle, lL 60532-435 1 
Attention: Materials Licensing Branch 

FAX (630) 5 15-1259 

Dear Sir: 

Please amend our license number 24-26241-01 MD to allow for the following changes. 

(1) In addition to the authorized nuclear pharmacist@) listed under condition 11 of 
our license we would like to add the following Authorized Nuclear Pharmacist. 

Jon W. Woodward R.Ph. 

Jon if currently licensed under the State of Kansas, Radioactive Materials License 
number 104342, Condition 12. Attached is a copy of License No. IO-CS42 for 
your review. 

Jon has over seven years experience as a nuclear pharmacist . 

In addition, Jon W. Woodward R.Ph., was the Nuclear Pharmacy Manager for 
Geodax Lnc. in Pittsburgh, PA fiom September 2000 to April 2002. I currently do 
not have a copy of the NRC license listing Jon as an ANP. 

If you need my additional information please give me a call at (573) 657-1776. Thank you. 

Sincerely, 

Scott C. Brower R.Ph., B.C.N.P. 
Radiation Safety Officer 

enclosures 
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Licensee 
1. Name PFI LLC 
2. Address 825 N WAC0 

WICHITA, KS 67203 

. -. 

1 

3. License N u m k  

4. Expiration Date 

5 ,  Reference Number 

104842 

October 31,2010 

- 

PagclofS 
State of Kansas 

6. Radioactive Material 7. Chemical and/or Physical Fom 

Radioactive Materials License 

8. Maximum Quantity Licensee 

Pursuant to the Nuckrr Dcvclopmoat rad Rsdiation Control Act (L 1963, Ch. 290) and Kaorrr Aarotatd Regdatioat numbem 28-3s 
133 et. seq., rad in reliance on rbtrmcab qmd reprertatrtioar made IO this rgen 

material at the place or placu listcd below; and to U8C the material for the pu'parc or purpose¶ lirtcd below. Tbb License is  subject to rU 
applicable rub, qulatioar,  and orders now in effect or placed in effect by the Departmeat of Htalth rrd Eavlronmmt and any 
conditions ipecified below. 

by tbe Ikenue derlpatcd Wow, a license i s  hereby 
issued authorizing tht liere$er to trmiftr, receive, posstss, rnd UIC the rrdlorct~v 7 material or matertb l h d  b a r n  rad to IU(, such 

1 (Element and Mass Number) May Possess at One Time 

A 

B. 

C. 

D. 

E. 

F. 

G.  

H, 
- L- 

-.  '. 

Fluorine- I8 A. 

Nitrogen- 1 3 B. 

Carbon- 1 1 C. 

Oxygen- 15 D. 

Any radioactive material with E. 
atomic number 1-83 incIusivc 

Cobalt-57 F. 

Cesium- 137 G, 

Tcchnetium-99m €3. 

Activation product of 97% 
Oxygen- 1 8 water; 
Fluorodeoxyglucosc 
Activation product of Oxygen- B. 5 curies 
26 water; Ammonia Nitrogen- 
13 
Activation product of Nitrogen C. 5 curies 
gas 
Activation product ofNitrogen D. 5 curies 
gas 
Any form as activated E. Asnecessary 
components and targets 

A. 20curies 

/ 

Sealed souces (Isotope F. 11  millicuries 
Products RV-057) . 

Scaled sources (Isotope 
Products RV-137) 
pcrtcchnctatc H. 250 millicuries 

. G. 500 micmcuries 

Authorized use. 

A. Maniifacturing and distribution of PET radiopharmaceuticals to persons specifically licensed 
for its U s e  Dursuant to K.A.R. 28-35-181a, K.A.R. 28-35-181b or cquivslcnt license; and 
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.,. 

1. 

11. 

12. 

-. 

State of Kansas 

Radioactive Materials License 

Supplementmy Sheet License Number: 10-C842 Amendment No. 5 

B. 

C. 

D. 

E. 

F. 
G. 
H. 

activities pursuant td cyclotron startup, testing and operation. 
Manufacturing and distribution of PET radiopharmaceuticals to persons spwifically licensed 
for its use pursuant to K.A.R. 28-35-181a, K.A.R. 28-35-181b or equivalent license; and 
activities pursuant to cyclotron startup, testing and operation. 
Manufacturing and distribution of PET radiopharmaceuticals ta persons spacifically licensed 
for its use pursuant to K,A.R. 28-35-1 81a, K,A.R, 28-35-181b or equivalent license; and 
activitics pursuant to cyclotron startup, testing and operation. 
Manufacturing and distribution of PET radiopharmaceuticals to persons specifically licensed 
for its use pursuant to K.A.R 28-35-181a, K.A.R. 28-35-181b or equivalent license; and 
activities pursuant to cyclotron startup, testing and operation. 
For usc and storage as induced radioactivity in portions of the cyclotron; related equipment; 
facilig; and for handling of irradiated target bodies and/or target windows. 
To be used for instrument calibration and quality control. 
To be used for instrument calibration and quality control. 
To be used for instrument calibration and quality control. 

Radioactive materials shall only be used at the following location(s): 
PFI LLC, 536 N St. Francis 
WICHITA, KS 67203 

.' 

The following shall be responsible for the licensee's radiation protection program 
David Saidian Radiation Safety Officer 
Radioactive material listed in Itcm 6 abovc is authorizcd for use by individuals for the materials and 
uses described as follows: 

Cyclotron operation, systhesis of radiopharmaceuticals and use of radioactive material shall be by, or 
under the supervision and in the physical presence of an individua1 listed below: 

Synthesis of radiopharmaceuticals and use of radioactive mnterja) shall be by, or undex the 
supervision and in the physical presence of an individual listed below: 

The cyclotron shall be operated by or under the supervision and in the physical presence of an 
individual listed below: 

William Harris 
Brian Phipps 
David Saidian 

Jon W. Woodward R.Ph. Subitem(s) A, B, C, D, E, F, G, H 

Eric Bosley R.Ph. Subitem(s) A, By C, D, E, F, G, H 

Subitern(s) A, B, C, D, E, F, G, H 
Subitem(s) A, By C, D, E, F, G, H 
Subitem@) A, B, C, D, E, F, G, H 
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Radioactive Materials License 

Supplementary Sheet License Number: 10-C842 Amendment No. 5 

13. 

14. 

15, 

The licensee shall perform testing for leakage or contaminalion of sealed sources in accordance with 
K.A.R. 28-35-21 6a. 
Sealed sources containing radioactive material shall not be opened. 

The licensee shalI conduct a physical inventory every six (6) months to account for all sealed 
sources received and possessed under the license. The records of the inventories shall be maintained 
for two years from the date of the inventory for inspection by the Radiation Control Program, 
Bureau of Air and Radiation, Kansas Department of Health and Environment., and shall include the 
quantities and kinds of radioactive material, location of scaled sources and the date of the inventory. 

16. 

1 7. 

The Radiation Safety C o d t t e e  shall meet at least quarterly. 

Positron Emission Tomography (PET) radiopharmaceuticals manufactured andfor prepared for 
human use arc subject to approval by the U.S. Food and Drug Administration (FDA). The licensee 
shall adhere to additional requirements and policies developed by the FDA governing the 
manufacturinglpreparation of PET radiopharmaceuticals. 
The licensee shall maintain, for inspection by the Department, logs showing tbc manufacture, 
receipt, transfer and disposition of all radioactive material. 
Maintenance, modification and repair of the cyclotron and its accessories are to I& c d e d  out by the 
manufacturer or personnel qualified to perform such activities. This includes the handljng of parts 
of the cyclotron, beam lines, and related components which become radioactive due to direct proton 
irradiation or due to secondary neutron activation. The licensee shall maintain documentation of the 
qualification of maintenance personnel for inspection by the Department, 

.A 8. 

19. 

20. A. Access to the cyclotron beam and target area shall be equipped with an electrical interlock 
system that will turn the cyclotron off immediately upon opening any shield. 

B. All safety and warning devices, including intcrlocks, shall be checked for proper operation upon 
initial installation, at intervals not to exceed thrce (3) months and after maintenance which might 
affect their operability. Results of such tests shdl be maintained for inspection at the cyclotron 
facility . 

C. In the event of malfunction of my interlock, the cyclotron shall be locked in the “of”’ condition 
and not used, except as may be necessary for repair or replacement of the interlock system, until the 
interlock system is shown to be finctioning properly. 
Upon initial operation, and subsequent to any maintenance ofthe cyclotron, radiation surveys shall 
be performed with thc proton beam “on” and shall clearly establish: 

21. 

7. 

A. The radiation levels in controlled areas arc not likely to cause personnel exposure in excess of 
the limits specified h Regulation 28-35-212a of the Kansas Radiation Protection Regulations, Part 
4, “Standards for Protection Against Radiation.” 
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State of Kansas 

22. 

23. 

24. 

2 5 .  

Radioactive Materials License 

Supplementary Sheet License Number: 104842 Amendment No. 5 

E. That quantities of radiation in uncontrolled areas do not excecd the limits, specified in Section 
28-35-2 14(a). 

A report of the results of the above surveys and tests shall be maintained for inspection by the 
Department, 
Notwithstanding the possession limits in Xtem 8 of this license, the licensee shdl M e r  restrict the 
possession of licensed material to quantities below the minimum limit specified in K.A.R. 28-35- 
180b for establishing financial assurance for decommissioning. 
The licensee may transport radioactive material or deliver radioactive materia! to a carrier for 
transport, in accordance with the provisions of K.A.R. 28-35-196h "Preparation of Radioactive 
Material for Transport". 
'I'he licensee shdl comply with the provisions of Kansas Radiation Protection Regulations, Part 4, 
"Standards for Protection Against Radiation" and Part IO, "Notices, Instructions and Reports to 
Workers; Inspections." 
Thc licensee shall possess and use radioactive material described in Items 6,7 and 8 of this license 
according to the most restrictive of; the Kansas Radiation Protection Regulations,,this license or 
statements, representations, and procedures contained in the following documents. 

a. 
b. 
C. 

d. 
e. 
f. 

g. 

h. 
1. 

j. 
k. 
1. 
rn. 

- n. 

The letter dated April 18,2003, signed by David Saidian, with attachment. 
The letter dated June 1 1,2003, signed by David Saidian, with attachment. 

The letter dated August 27,2003, signed by David Saidian, with attachment. 
The electronic mail dated October 6,2003 from David Saidian, with attachment, 

The electronic mail dated October 9,2003, from David Saidian, with attachment. 
The facsimile dated January 26,2004, fmm David Saidian, with attachment. 
The facsimiles dated January 29,2004, February 2,2004 and February 4,2004, f h m  
Shannon, with attachments. 
The electronic mail dated February 5,2004, from David Saidian, 
The letter dated February 12,2005, signed by David Saidian, with attachment. 
The letter dated March 21,2005, signed by William F. Hiu~is, 
The eIectronic mail dated August 15,2005, from David Saidian. 
The letter dated August 16,2006, signed by David Saidian, with attachments. 
The electronic mail dated October 17,2006, from David Saidian. 
The electronic mail dated February 6,2007, from David Saidian. 
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Supplemumy Sheet 

State of Kansas 

Radioactive Mate ria Is L ken se 

License Number: 10-C842 Amendment No. 5 

FOR THE SrATE DEPARTMENT OF HXALTH AND ENVIRONMENT 

By: 
Tboauu A. Cenley, CLa 

Llrdkthn Control Program 
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