
STATE OF CALIFORNIA -DEPARTMENT OF CORRECTIONS AND REHABILITATION

OFFICE OF THE SECRETARY
P.O. Box 942883
Sacramento, CA 94283-0001

December 9,2010

Ms. Ruth Dixon
Department of Health and Hmnan Services
Food and Drug Administration

Dear Ms. Dixon:

ARNOLDSCHWARZENEGGER,GOVERNOR

Since 1993, California law has authorized capital punishment by lethal injection pursuant to
Penal Code Section 3604. The law states the punishment of death shall be inflicted by the
administration of an intravenous injection of substances in a lethal quantity sufficient to cause
death. On May 1, 2009, the California Department of Corrections and Rehabilitation (CDCR)
promulgated regulations setting forth the requirements for administering capital punishment by
lethal injection pursuant to Administrative Procedure Act. Those regulations became effective
on August 29, 2010. The regulations provide for the use of three chemicalS; sodimn thiopental,
pancuronium bromide, and potassium chloride.

There is a national shortage of sodium thiopental. California, like many other states, has been
actively seeking supplies of the sodium thiopental for future executions. California's supply of
sodium thiopental expired on October 1, 2010. On November 22, 2010, CDCR notip.~~t:?~

United States District Court for the Northern District of California that it had orderedi(Br(~).
of sodium thiopental that expires in 2014 from a manufacturer based in England (FDA 112-99­
38358-2). CDCR expected to receive the sodium thiopental during the week of
November 29,2010. Although CDCR followed all proper procedures and the Drug Enforcement
Agency and United States Customs has approved the shipment, this shipment is currently be held
by your office.

-i 'C' - •• -'- '.' ····1

Per your conversationwit?i(O).(7)(C:nlwe are asking for the immediate release _and
shipment ofthel(b)(5) ,0 so tum opental. Ifyoll have anY questions, concerns or any
changes arise, please contact me at (916) 323-6001 o~.· '. (b) (7)(C) • . . i

BENJAMIN T. RICE
General Counsel
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'rom: Dixon, Ruth P
ent: Friday, January 07,2011 3:43 PM
'0: 'Rice, Benjamin@CDCR'
~c: 'McAuliffe, John@CDCR'; 'Kernan, Scott@CDCR'
ubject: RE: Letter to Ms. Dixon

,ttachments: FDA Letter 010711.pdf
iood afternoon,

:nclosed is the FDA letter regarding the FDA Release of entry 112-9938358-2.

~d£g§t4m",

upervisory Investigator
-ew Orleans District
nport Operations

rom: Kernan, Scott@CDCR [mailto:Scott.Kernan@cdcr.ca.gov]
ent: Thursday, December 09, 2010 2:03 PM
0: Dixon, Ruth P
:c: McAuliffe, John@CDCR; Rice, Benjamin@CDCR
ubject: FW: Letter to Ms. Dixon

1s. Dixon,

hank you for working with Mr. McAuliffe on obtaining FDA approval for the delivery of Sodium
liopental to California. Please find attached a letter detailing our legal procurement of the drug and OUI

rgent interest in obtaining the shipment as soon as possible. Your immediate attention to this matter is
reatlyappreciated.

lease feel free to contact me should you have any questions. (916) 801-4358.

incerely,

cott Kernan
ndersecretary
alifornia Department of Corrections
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nd Rehabilitation

rom: Gaddi, Kathy@CDCR
ent: Thursday, December 09, 2010 11:58 AM
0: Kernan, Scott@CDCR
ubject: Letter to Ms. Dixon

.uth.Dixon@FDA.HHS.gov

UdfuJ (}aMi
~(lj6~tant to- Scott !JWuuut
tmWt6wteUvuj, 19pewtlim6

916) 341-7015

FDA000066



From: Boulmay, Christopher
Sent: Tuesday, November 30, 2010 4:00 PM
To: 'McAuliffe, John@CDCR'
Cc: Kernan, Scott@CDCR; Halpenny, Susan M; Dixon, Ruth P
Subject: RE: FDA entry item # 112-99-38358-2
John,

This entry iSGurrently under review by our DIOP branch. I (b) (5)
i I If you need additional Information you can call supervisor Susan
Halpenny at 901-333-3521 or Supervisor Ruth Dixon at 901-333-3522. I am not authorized to make an
admissibility decision on the entry.

Thank you,

~~
Consumer Safety Officer

US Food & Drug Administration
NOL-DO: Memphis R.P.

Phone: (901) 333-3528
Fax: (901) 333-3577

From: McAuliffe, John@CDCR [mailto:John.McAuliffe@cdcr.ca.gov]
Sent: Tuesday, November 30,20103:37 PM
To: Boulmay, Christopher
Cc: Kernan, Scotl@CDCR
Subject: FDA entry item # 112-99-38358-2

Mr. Boulmay

I am inquiring into the shil)ment (# 112-99-38358-2) that is qurrently awaiting FDA approval. The ship"D~nt isto
be sent to' .'(b)(5)/ I

' '. .. . . .'. . '..J I also called'your phone number 901-333-3528 and lett a
message. If you could please return my calli would like to know the timeline for release. Thank you in advance.

John McAuliffe
California Department of Corrections and Rehabilitation
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From: Kernan, Scott@CDCR [Scott.Kernan@cdcr.ca.gov]
Sent: Thursday, December 09, 2010 2:03 PM
To: Dixon, Ruth P
Cc: McAuliffe, John@CDCR; Rice, Benjamin@CDCR
Subject: FW: Letter to Ms. Dixon

Attachments: Letter to Ms. DixonOOO1.pdf
Ms. Dixon,

Thank you for working with Mr. McAuliffe on obtaining FDA approval for the delivery of Sodium thiopental to
California. Please find attached a letter detailing our legal procurement of the drug and our urgent interest in
obtaining the shipment as soon as possible. Your immediate attention to this matter is greatly appreciated.

Please feel free to contact me should you have any questions. (916) 801-4358.

Sincerely,

Scott Kernan
Undersecretary
California Department of Corrections
And Rehabilitation

From: Gaddi, Kathy@CDCR
Sent: Thursday, December 09, 2010 11:58 AM
To: Kernan, Scott@CDCR
Subject: Letter to Ms. Dixon

Ruth. Dixon@FDA.HHS.gov

:KatfuJ qaddi
&:cecutioo a,,,i6tanl to. Scolt JWuum
'Utu.Wt6wtdaJuj,(9p~
(916) 341-7015
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From: Dixon, Ruth P
Sent: Thursday, December 09, 2010 2:24 PM
To: Veneziano, Domenic 1.
Cc: Halpenny, Susan M
Subject: FW: Letter to Ms. Dixon

Attachments: Letter to Ms. DixonOOOl.pdf
Good day Domenic,

Before I had the opportunity to return the call to the Undersecretary I received this message
with the enclosed letter. Mr. McAuliffe also followed up with a phone caIL ..they will.be trying to

the Commis§ioner's office and you viathe general phone numbers! (b) (5) .... i, i
,'. ..••.•.•••.••••..• 1 ..... ... J

.. c~j'

!3£d'£Y ~dron
Supervisory Investigator
New Orleans District
Import Operations

From: Kernan, Scott@CDCR [mailto:Scott.Kernan@cdcr.ca.gov]
Sent: Thursday, December 09, 2010 2:03 PM
To: Dixon, Ruth P
Cc: McAuliffe, John@CDCR; Rice, Benjamin@CDCR
Subject: FW: Letter to Ms. Dixon

Ms. Dixon,

Thank you for working with Mr. McAuliffe on obtaining FDA approval for the delivery of Sodium thiopental to
California. Please find attached a letter detailing our legal procurement of the drug and our urgent interest in
obtaining the shipment as soon as possible. Your immediate attention to this matter is greatly appreciated.

Please feel free to contact me should you have any questions. (916) 801-4358.

Sincerely,

Scott Kernan
Undersecretary
California Department ofCorrections
And Rehabilitation

From: Gaddi, Kathy@CDCR
Sent: Thursday, December 09, 2010 11:58 AM
To: Kernan, Scott@CDCR
Subject: Letter to Ms. Dixon
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Ruth.Dixon@FDA.HHS.gov

:KatJlu,f (Jaddi
~ a,,,i6lant to. Srott JWuum
U1ukMecJtdwuj, (9p~
(916) 341-7015
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From: McAuliffe, John@CDCR [John.McAuliffe@cdcr.ca.gov]
Sent: Monday, December 20,2010 12:44 PM
To: Dixon, Ruth P
Cc: Kernan, Scott@CDCR
Subject: FW: Letter to Ms. Dixon

Attachments: Letter to Ms. DixonOOOl.pdf
Ms. Dixon
Could you please update us on the approval of delivery of the Sodium Thiopental to the California Department of
Corrections and Rehabilitation. Thank you in advance.

John McAuliffe

From: McAuliffe, John@CDCR
Sent: Thursday, December 09,2010 12:10 PM
To: McClease, Kelly@CDCR
Subject: FW: Letter to Ms. Dixon

FYI

From: Kernan, Scott@CDCR
Sent: Thursday, December 09, 2010 12:03 PM
To: Ruth.Dixon@FDA.HHS.gov
Cc: McAuliffe, John@CDCR; Rice, Benjamin@CDCR
Subject: FW: Letter to Ms. Dixon

Ms. Dixon,

Thank you for working with Mr. McAuliffe on obtaining FDA approval for the delivery of Sodium thiopental to
California. Please find attached a letter detailing our legal procurement of the drug and our urgent interest in
obtaining the shipment as soon as possible. Your immediate attention to this matter is greatly appreciated.

Please feel free to contact me should you have any questions. (916) 801-4358.

Sincerely,

Scott Kernan
Undersecretary
California Department of Corrections
And Rehabilitation

From: Gaddi, Kathy@CDCR
Sent: Thursday, December 09, 2010 11:58 AM
To: Kernan, Scott@CDCR
Subject: Letter to Ms. Dixon

Ruth.Dixon@FDA.HHS.gov
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~WtdaJuj, (!Jp~

(916) 341-7015
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