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December 22"d, 2015 

U.S. Nuclear Regulatory Commission Region UI 
Materials Licensing Branch 
2443 Warrenville Road 
Lisle, n.. 60532-4352 

Ms. Forster: 

No; 9737 P. 1 

This correspondence is in regards to RAM License Renewal Application License #24-02704~0 1 Control 
# 589393 (Prime Healthcare Services-Kansas City, LLC d/b/a/ St. Joseph Medical Center) to include the 
following items; 

1. In April 2014, David J. Burka1·r, M.D. was previously on this license as an Authorized User and 
approved for Authorized Uses 10 CFR 35.100, 35.200, 35.300; Recently, David J. Burkart, M.D. 
has re-joined lhis facility as a member of the Medical Stoff. 

We ru·e requesting that Or. Burkart be re-instaled onto this license renewal application as an 
Authorized User for Authorized Uses 10 CFR 35.100, 35.200, 35.300. As reference, David J. 
Burkart~ M.D. was on License# 24~02704-01 Docket# 030-02310 Amendment #67. 

Should you have any Additional quescions or need additional information, please contacL our Health 
Physics Specialist, Sub by Anzalone at 402~290-2391 or email at 
~astiano.anzalone@cardi!Jalhealth.com. 

Your attention in this maHer is g1·eady appreciaLed. 



Dec. 23. 2015 7:44AM carondelet heart institute 

December 22nd, 2015 

U.s. Nuclear Regulatory _Commission Region ill 
Materials Licensing Branch 
2443 Warrenville Road 
Lisle, rr.. 60532-4352 

Ms. Forster: 

No. 9737 P. 2 

This con·espondence is in regards to RAM License Renewal Application License #24-02704-01 Control 
H 589393 (Prime Healthcare Services-Kans!ls City, LLC d/b/a/ St. Joseph Medical Center) to include the 
following items. We are requesling that this supplemental information he included with our license 
.renewal application. 

l. ln regards to the use of Mictosphere Brnchytherapy Sources and Devices, our facility has 
developed and willlmplement and maintain procedures for safe use of TheraSphere and 
SIRSphetes YLtdum-90 Microspheres that surround tbe requirements of 10 CFR l 000 a.nd as 
stated in the Emerging Technologies License Guidnnce -Microsphere B1·achytherapy Sources 
and Oevices; Section-License Commitments- Written mrectives, Inventory, Patielll Release, 
Labeling, & Medical Event Reporting (as stated below) apd sratements surroundhlg the use of 
Yttdum-90 microspheres, as originally provided in you on February 6, 2013 Amendment 
ML13042A415. 

Lice•1se Connnltmont:i • WrUhm Directives, lnl'cntory, Pn tlcnt Rclcnsc, Labeling, & Medicnl Evont Re(lorling 

The npplicant shall commit m follow all the requirements in 10 CFR Pnn 35 for brnchyther11py source., tmd mnnunl 
brachytherap~ use, except where replaced by the following licensing commitmems: 

• For the purpose of written directives and medical event reporting requirements in the Y-90 mlcrospberc guid11nce, 
"prescribed dose" met~ns lhe torn! dose (r11d orGy). Altermllivcly, prescribed activily (mCi or GBq) may be used in lieu 
of prescribed dose. 

• The written directive ~hp.ll include the patient or human research subject's name; the date; the signature of an AU for 
Y-90 m.icrospheros; [be treatment site; the rodionuolide (including the physicnl form (Y-90 rnicrospheres)): tile prescribed 
dose/pctlvity; the manufacturer; and, if appropriate for the type of 111icrosphere used, the .statement "or dose/activity 
delivered nt stasis." 

• The written directive should specify the mnx:imurn dose(s)/activity(ir;!S) that would be accepl!\ble to tho specified site(.s) 
out!lide the primary treatment sire due to shunting (e.g. lung and gastrointestinal tract), 

• Administration ofY -90 microspheres must be performed in 11ccordnnce With the Wrillen directive. If the procedure rnusr 
be modified due to emergent patient conditions thnr prevent administration in nocotdance with the written directive (e.g. 
artery spnsm or sudden change in blood pressure), the AU should document such changes in lhe written direccive wichin 
24 hours after the completion or tem1ination of the administration. The modification to the wriuen directive should 
includt: lhe reason foi not administering the h1tendod dose/activity, the dntc, !'lnd the signamrc of nn AU for Y-90 
microspheres. 

• The licensee shall record the administered dose/ac1ivity delivered roJhe primary rrearrnent site and to the other specified 
site(s). If the ndminist.rutlon was terminated because of s~asis, then me total dose/activity to the treatment site is the value 
of the totlll dose/actiVity ndmi11istered when stasis occurred and the administration was terminnted. The record should 
be prepared within 24 hours after the completion or termination of the administration and must include the name of the 
individual who made the nssessment, the dote, and the signature of an AU for Y -90 microspheres, if rerminnted due to 
stasis. 

• The licensee shoJI commit to following rhe manufacmrer's procedtwes for calculating/dooumeming the dose to the 
treatment ond otber sites, prepllring lhe dose for ndministrntlon, and perfonning pre/po.st vial dose measurements; or 
submit allemmtlve methods. · 

• The semi-Annual physical inventory of mlcrosphere aggregates (e.g. vials) should include: 

1) 1he rlldionuolide and physical form; and 

2) ur1ique identification of oAch vial in which the microspheres are contained; and 

3) the tot~tl activity contained in each of the Vial(s); and 
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4) the locotlon(s) of tho vlal(s). 

• The licensee shall retain each scmiJannual physical inventory 1·ecord for three years. 

• The licensee .should commit to develop procedures that describe me&sures laken to ensure that l'rtcliation emissions, 
which rnny include btemsstrahlung, froJn each palienr or hnman research subject permits his/her relense in accordance 
with I 0 CPR 3.5.7.5. 

• The following addiLionftl guidattc:o up plies when rhe Y -90 microspheres at•e pi need in vials, syringes, or radimion shields 
thnt are not lubeled by the monnfocturer; 

1) Label vials ftnd vinl radl!ltion shields with radionuclicle and form (e.g., Y-90 microspheres). 

2) Lnbel syringes and syringe rndiation shields Wilh the radionuclide, fol'm, and therapeutic procedure (e.g., Y-90 
microspherel!, brnchytherapy). · 

• The licensee shall retain ench semi-annual physical inventoty record for three yenrs. 

• The licensco should commit to develop procedures thar describe measures taken to ensure thnt radivtion omissions, 
which tnay incl~1de bremsstrnblung, from each patient ol' human l'esearch subject permits his/her release in accordance 
with lO CFR 3S.75. 

• The following additional guidance applies when theY -90 microspheres twe placed in vials, syringes, or radiation shields 
thar :u·e not labeled by the manufacturer: 

I) Lnbel vials ancl vial radiation shields with radionuclide and for111 (e.g., YJ90 microspher~). 

2) label syringes 4nd syringe tndiation shields with the radionuclidc, fol'm, and therapeutic proceduro (e.g., Y -90 
microspheres, brnchytberapy). 

• The licensee shall commit to report any event, oxcept for a1l evcm that tesults from intesvendon of a par!en1 or human 
research subject, in which: 

1} the QdminiStr!Hion of byproduct muteril\1 roSliiiS in a dose that exceeds 0.05 Sv (5 rem} effective dose equivalent 
or 0.5 Sv (50 rem) to an organ or tissuo from the use of the wrong •·adionuclide; 

or 

2) the administration of Y -90 microspheres l'esults in a dose 

a) that differs from the prescribed dose or the dose th11t would havo rosulled from the pre:;cribed activity, l\S 

documented in the written directive, by more than 0.05 Sv (5 rem) effective dose equivalent or 0.5 Sv (50 
rem) to an organ or tissue, and tho toral dose/activity administered differs from the prescribed dose/activity, 
as documented in the wrinen directive, by 20 percent or more; or 

b) that exceeds 0.05 Sv (5 rem) effective dose equivalem or 0.5 Sv (50 rem) to an organ or tissue from an 
administration to thQ wrong individual or human research subject; vin the WJ"ong route, or by the wrong 
rnode of treatment; or 

c) to 11n organ or tissue other than the trel'ltment .she that exceeds by 0.5 Sv (50 rem) to an organ or tissue and 
by 50 percent or more of the prescribed dose/activity expec1ed to that site from thl'llldminisrration ofY -90 
miorospheres, if carried Out liS Specified in the written directive 

• Additionnlly. the llcenscc shall comply with the medical cvenl reponing and notification requirement~ a& described in 
10 CFR 35.3045(b}-(g). 

Should you have any additjonal questions or need additional information, please contact ou1· Health 
Physjcs Specinll.st, Subby Anznlone a\402-290-2391 or email at 
sebasliono.;~nzolon~@cnrdinalhealth.com. 

Your !lllention in this matter is greatly appreciated . 

. 
Radiation Safety Office 



Item lOe 

Official Use Only -Security Related Information 

Safe Use of Unsealed Licensed Material 

We have developed and will implement and maintain procedures for safe use of 
unsealed byproduct material that meet the requirements of 10 CFR 20.1101 and 
10 CFR 20.1301. 

Please see the attached documentation in Item SA 

Safe Use of TheraSphere and SIRSpheres Yttrium-90 Microspheres Licensed 
Material 

We have developed and will implement and maintain procedures for safe use of 
TheraSphere and SIRSpheres Yttrium-90 Mjcrospheres that meet the 
requirements of 10 CFR 1000 and as stated in the Emerging Technologies License 
Guidance -Microsphere Brachytherapy Sources and Devices; Section- License 
Commitments- Written Directives, Inventory, Patient Release, Labeling, & 
Medical Event Reporting and statements surrounding the use of Yttrium-90 
microspheres, as originally provided in you on February 6, 2013 Amendment 
ML13042A415. 

License Renewal 
November 2015 



r---------------------------- ----- -

Forster, Sara 

From: 
Sent: 
To: 
Subject: 

Attachments: 

Ms. Forster 

Anzalone, Sebastiana < Sebastiano.Anzalone@cardinalhealth.com > 

Wednesday, December 23, 2015 8:57 AM 
Forster, Sara 
[Externai_Sender] RE: Additional Information Inquiry re Prime Healthcare Services, NRC 
Lie. No. 24-02704-01, CN589393 
Sined Amend y-90 and urkart.pdf 

Attached is the additional items as requested. Please let me know if there is any additional items I can assist with. 
Kind Regards 
Sub by 

--~ 

CardinaiHealth Subby Anzalone, BS, NMTCB, ARRT(N) 
Regional Health Physics Specialist 
Cardinal Health Medical & Health Physics Services 
5840 F Street, Omaha, NE 681 
402.734.8045 opt #6 office I 402.290.2391 mobile 1402.553.3033 fax 

From: Forster, Sara [mailto:Sara.Forster@nrc.gov] 
Sent: Tuesday, December 22, 2015 2:01 PM 
To: Anzalone, Sebastiana 
Subject: RE: Additional Information Inquiry re Prime Healthcare Services, NRC Lie. No. 24-02704-01, CN589393 

Dear Mr. Anzalone: 

Thank you for the update concerning U.S. NRC License No. 24-02704-01. Please note that our review of the 
renewal application is ongoing, and a second request for additional information may be issued at a later time. 

At this time, to request to add the Authorized User (AU) David J. Burkhart., M.D., please provide a signed and 
dated letter stating the information provided in your email message ,below. In addition to the request to add the 
AU, please confirm statements surrounding the use of yttrium-90 microspheres, as originally provided in your 
February 6, 2013 letter (ML 13042A415). Do not hesitate to contact me with any questions you may have. 

Please provide additional requested information within 14 days (on or before January 3, 2016), via a signed 
and dated cover letter. Submission of your response as a pdf file attached to an email or via facsimile will allow 
for the quickest processing. Do not hesitate to call me with any questions you may have, or if you will need 
additional time to complete your response. 

Sincerely, 

Sara A. Forster, Health Physicist Licensing Reviewer 
U.S. Nuclear Regulatory Commission- Region III 
Division of Nuclear Materials Safety 
2443 Warrenville Rd.- Ste. 210 
Lisle, IL 60532-4352 
sara.forster@nrc.gov 
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Direct: (630) 829-9892 
Facsimile: (630) 515-1078 

~U.S.NRC 

From: Anzalone, Sebastiana [mailto:Sebastiano.Anzalone@cardinalhealth.com] 
Sent: Tuesday, December 22, 2015 9:37AM 
To: Forster, Sara 
Subject: [Externai_Sender] Addition of AU to Ram Licenese Renewal 

Good Morning Ms. Forster, 
My name is Subby Anzalone and I am a Health Physics Specialist with Cardinal Health. 
This correspondence is regarding the RAM License Renewal Application License #24-02704-01 Control# 589393 (Prime 
Healthcare Services-Kansas City, LLC d/b/a/ St. Joseph Medical Center) that has been assigned to you. 
The reason for my correspondence, is that the facility recently informed me that that there is an Authorized User ( David 
J. Burkart, M.D.), that was previously on this license (April 2014), that has since returned. They are requesting that he be 
re-instated on the this license renewal application as an Authorized User for Authorized Uses 10 CFR 35.100, 35.200, 
35.300. 
As reference, David J. Burkart, M.D. was on License# 24-02704-01 Docket# 030-02310 Amendment #67. 

Should you need any addition please do not hesitate in contacting me on my mobile phone (402-290-2391) 
I would greatly appreciate if you could response to this email as to if this request has been approved or denied so I can 
update the facility. 
Thank you again for your attention to this matter. 
Happy Holidays 
Subby Anzalone 

··~ 

Cardinal Health Subby Anzalone, BS, NMTCB, ARRT(N) 
Regional Health Physics Specialist 
Cardinal Health Medical & Health Physics Services 
5840 F Street, Omaha, NE 681 
402.734.8045 opt #6 office I 402.290.2391 mobile 1402.553.3033 fax 

This message is for the signated recipient only and may contain privileged, proprietary 
or otherwise private info ation. If you have received it in error, please notify the sender 
immediately and delete the "ginal. Any other use of the email by you is prohibited. 

Dansk- Deutsch- Espanol- Fr cais- Italiano- Japanese- Nederlands- Norsk- Portuguese- Chinese 
Svenska: htt ://www.cardinalhealth. om/en/su art/terms-and-conditions-en lish.html 
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