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�"'' KAISER PERMANENTE® 

March 12, 2020 

Carol Hill, Licensing Assistant 
Nuclear Materials Safety Branch B 
United States Nuclear Regulatory Commlsion Region IV 
{Attn: Michelle Simmons, Health Physicist) 
1600 East Lamar Blvd. 
Arlington, Texas 76011-4511 
817-200-1590

Re: Kaiser Foundation Hospitals, NRC License No. 53-05379-01 {"NRC License") 
Kaiser Foundation Hospitals, State of Hawaii Facility License H0026 {"DOH License") 
Supplemental Information for authorization of Dr.Lex Mitchell for 10CFR35.300 

Dear Ms. Simmons, 

I'm enclosing the additional information you asked for on the phone on March 2, 2020, after 

our letter of 12/19/19 which requested amendment of the above license to add Dr. Lex Mitchell 

as an Authorized User under 10CFR35.300 for 1-131 therapies and parenteral administrations. 

I am attaching three Written Directives for mentored 1-131 therapies > 33mCI and three for 

mentored parente�al administrations (six in all), with patient identification redacted. 

For ease I am attaching a copy of the above license showing the mentoring physicians as 

appropriately authorized. 

The three cases for 1-131 > 33mCi were mentored by Dr.Kristi Takaki. 

One Xofigo case was also mentored by Dr.Takaki. 

One Xofigo case and the Lutathera case were mentored by Dr. Daniel Henshaw. 

I'm enclosing a copy of the above NRC license showing them to be Authorized Users for the 

uses for the cases in which they were mentors. 

If you need any additional information, please let me know at the above address or 

saddhu809@gmail.com (808-226-1961cell). 

S�y, 

Harry Pa�C.E.,R.5.0. 
DI Administration 
Kaiser Permanente 
3288 Moanalua Rd. 
Honolulu, HI 96819 

cc: Lex Mitchell M.D., Daniel Henshaw M.D., Kristi Takaki M.D., Robert Diaz, Jeff Eckerd, State of Hawaii 

Enclosures: Six redacted Written Directives, Copy of NRC License 

Keiser Permanente 

3288 Moenelue Road 

Honolulu, Hewell 96819 

Phone: (808)432-0000 



APPENDIX A to 

QUALITY MANAGfMENT PROGRAM 

QUALITY MANAGEMENT PROGRAM 

WRITTEN DIRECTIVE 

This form is required for these specific radiopharmaceuticals: 

a. Sodium lodide-125 > 30 microcurles (uCI)
b. Sodium lodlde-131 > 30 microcuries (uCI)
c. All Therapy Coses

1452-AS-6 

-rhls form must be completed before administering the dosagel 

I. 

Radio pharmaceutical: 
Chemical Form: 

fr dministration Route: 

Aadiopharmaceutical: 
Chemical Form: 
Administration Route: 

Prescribed Dose: 

Authorized User: 

P-32
Sodium
Phosphate
I.V.

Y-90 Lu-177
Theraspheres Lutetetium
I.A. I.V.

Sm-153 
Samarium 
lexidronam 
I.V.

Ra223 

Sr-89 
Strontium 
Chloride 
I.V.

Dichloride (Xofigo) 
I.V.

Date 3-Lf-2.020 

Y-90
lbritumomate
Tiuxetan(Zevalin)
1.V.
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QUALITY MANAGEMENT PROGRAM 

QUALITY MANAGEMENT PROGRAM 

WRITTEN DIRECTIVE 

This form is required for these specific radiopharmaceutlcals: 

14S2-A5-o

Sodium lodide-125 > 30 microcuries (uCi) 
Sodium lodlde-131 > 30 microcuries (uCi) 
All Therapy Doses 

'":·,
I 

c. 

**This form must be completed before administering the dosagel 

,. Written Directive 

MR#: 

Radiopharmaceutical: 
Chemical Form: 

Administration Route: 

Radio pharmaceutical: 
Chemical Form: 
Administration Route: 

Prescribed Dose: 

Authorized User: 

P-32
Sodium
Phosphate
I.V.

Y-90 Lu-177 
Theraspheres Lutetetium 
I.A. I.V.

Sm-153 
Samarium 
Lexidronam 
I.V.

Ra223 

Sr-89 
Strontium 
Chloride 
I.V.

Dichloride (Xofigo) 
I.V.

Date aj �I f ?-0 ').Q

Y-90
lbritumomate
Tiuxetan(Zevalin)
1.V.



APPENDIX A to 
QUALITY MANAGEMENT PROGRAM 

QUALITY MANAGEMENT PROGRAM 

WRITTEN DIRECTIVE 

This form is required for these specific radlopharmaceutlcals: 

a. Sodium lodlde-125 > 30 microcurles (uCI)
b. Sodium lodlde-131 > 30 microcuries (uCI)
c. All Therapy Doses

1452-RS-6 

**This form must be completed before administering the dosagel 

I. Written Directive

MA#: 

Radio pharmaceutical: 
Chemical Form: 

Administration Route: 

Aadiopharmaceutical: 
Ct 1imical Form: 
l,dministration Route: 

Prescribed Dose: 

Authorized User: 

P-32
Sodium
Phosphate
I.V.

Y-90 Lu-1n

Sm-153 
Samarium 
Lexidronam 
I.V.

Ra223 

Sr-89 
Strontium 
Chloride 
I.V.

Theraspheres Lutetetium
I.A. I.V.

Dichloride {Xofigo) 
I.V.

) DO m G; Date 

� 

Y-90
lbritumomate
Tiuxetan(Zevalin)
1.V.



APPENDIX A to

QUALITY MANAG�M�NT PROGRAM 
1452-RS-6 

QUALITY MANAGEMENT PROGRAM

WRITTEN DIRECTIVE 

This form is required for these specific radiopharmaceuticals: 

a. Sodium lodide-125 > 30 microcuries (uCi)
b. Sodium lodide-131 > 30 microcuries (uCi)

@ All Therapy Doses 

**This form must be completed before administering the doaagal 

Patient: 

Ac.diopharmaceutical: 
Chemical Form: 

Administration Route: 

Radio pharmaceutical: 
Chemical Form: 
Administration Route: 

Prescribed Dose: 

Authorized User: 

1-131
Sodium
Iodide
Oral

P-32
Sodium
Phosphate
I.V.

Y-90 Lu-177 
Theraspheres Lutetetium 
I.A. 1.V.

Sm-153 
Samarium 
Lexidronam 
I.V.

Sr-89 
Strontium 
Chloride 
I.V.

Ra223 '\ 
Dichloride (Xotigo 
I.V.

tf � ' 1 � l-rt Ci. Date 1(14 { ::,-�ot)

( �--V�t-eC _, 

"''• 
,, 

Y-90
lbritumomate
Tiuxetan(Zevalin)
1.V.
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APPENDIX A to 

QUALITY MANAGEMENT PROGRAM 
1452-RS-6 

QUALITY MANAGEMENT PROGRAM 
WRITTEN DIRECTIVE 

This form is required for these specific radiopharmaceuticals: 

a. Sodium lodide-125 > 30 microcuries (uCi)
b. Sodium lodide-131 > 30 microcuries (uCi)
c. All Therapy Doses

**This form must be completed before administering the dosagel 

I. Written DlrecUve

MR#: 

Aadiopharmaceutical: 
Chemical Form: 

Administration Route: 

Radio pharmaceutical: 
Chemical Form: 
Administration Route: 

Prescribed Dose: 

Authorized User: 

1-131
Sodium
Iodide
Oral

P-32
Sodium
Phosphate
I.V.

Y-90 Lu-177 
Theraspheres Lutetetiu 
I.A. I.V.

Sm-153 
Samarium 
Lexidronam 
I.V.

Date 

Sr-89 
Strontium 
Chloride 
I.V.

Y-90
lbritumomate
Tiuxetan (Zevalin)
1.V.
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APPENDIX A to 
QUALITY MANAGEMENT PROGRAM 

1452-AS-6 

QUAUTVMANAGEMENTPROGRAM 

WRlnEN DIRECTIVE 

This form Is required for these specific radiopharmaceutlcals: 

a. Sodium lodlde-125 > 30 microcuries (uCI)

,,,.--:Flcb. 
Sodium lodlde-131 > 30 microcuries (uCI) 

\..7 All Therapy Doses 

**Thia form must be completed before administering the doaagel 

I. Written Directive

Patient: 

Aadiopharmaceutical: 
Chemical Form: 

Administration Route: 

Aadiopharmaceutical: 
Chemical Form: 
Administration Route: 

Prescribed Dose: 

Authorized User: 

1-131 P-32
Sodium Sodium 
Iodide Phosphate 
Oral I.V.

Y-90 Lu-177 
Theraspher Lutetetium 
I.A. I.V.

Jvo ·""- c , ' 

Sm-153 Sr-89 Y-90
Samarium Strontium lbritumomate 
Lexidronam Chloride Tiuxetan(Zevalin) 
I.V. I.V. I.V.

Aa223 
Dichloride (Xofigo) 
I.V.

Date 














