STATE OF CALIFORNIA —DEPARTMENT OF CORRECTIONS AND REHABILITATION ARNOLD SCHWARZENEGGER, GOVERNOR

OFFICE OF THE SECRETARY

P.O. Box 942883
Sacramento, CA 94283-0001

o
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December 9, 2010

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

Dear Ms. Dixon:

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; sodium thiopental,
pancuronium bromide, and potassium chloride.

There is a national shortage of sodium thiopental. California, like many other states, has been
actively secking supplies of the sodium thiopental for future executions. California’s supply of
sodium thiopental expired on October 1, 2010. On November 22, 2010, CDCR noti
United States District Court for the Northern District of California that it had ordered {}
of sodium thiopental that expires in 2014 from a manufacturer based in England (FDA #
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.

Per your conversation with John McAuliffe, we are asking for the immediate release and
shipment of the; (b) (4) . of sodium thiopental. If you have any questions, concerns or any
changes arise, please contact me at (916) 323-6001 or Mr. McAuliffe at (707) 480-6766.

5 ’J@

BENJAMIN T. RICE
General Counsel

cc: John McAuliffe
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From: Dixon, Ruth P

Sent: Friday, January 07, 2011 3:43 PM

To: Rice, Benjamin@CDCR'

Cc: 'McAuliffe, John@CDCR'; 'Kernan, Scott@CDCR'
Subject: RE: Letter to Ms. Dixon

Attachments: FDA Letter 010711.pdf
Good afternoon,

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

. Zf/// . ',‘7,1 ///// Ve
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 of Corrections
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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

Hathy Gaddi

Executive Wssistant to Scatt Hewman
Undersecretary, Operations
(916)‘347-7015

file:///H//TIMKAR/TIM/TRASHBIN/DEADLINES/DEADLI...0Attachments/RE%20Letter%20t0%20Ms.%20Dixon.htm (2 of 2) [2/4/2011 7:03:40 AM]
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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,

Ha enny at 901-333-3521 or Supervisor Ruth Dixon at 901-333-3522. | am not authorized to make an

admissibility decision on the entry.

Thank you,

Christopber Boulwmay
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, 2010 3:37 PM

To: Boulmay, Christopher

Cc: Kernan, Scott@CDCR

Subject: FDA entry item # 112-99-38358-2

Mr. Boulmay

| am inquiring into the shipment (# 112-99-38358-2) that is currently awaiting FDA approval. The shipment is to
be sent to Chemique Pharmaceuticals, Inc. 13306 East Whittier Boulevard, Whittier, CA. 90602-3200 by FED-
EX. (Barbara Taffy is the FED-EX contact person) 1 also called your phone number 901-333-3528 and left a
message. If you could piease return my call | would like to know the timeline for release. Thank you in advance.

John McAuliffe
California Department of Corrections and Rehabilitation

file://U:\SodiumThiopental\Emails\112-9938358-2Emails\RE FDA entry item # 112-99-38... 1/13/2011
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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

Ce: McAuliffe, John@CDCR; Rice, Benjamin@CDCR
Subject: FW: Letter to Ms. Dixon

Attachments: Letter to Ms. Dixon0001.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

FHathy Gaddi

Executive Ussistant ta Scott Hewnan
Undensecretary, Operations

(916) 341-7015

file://H:\Memphis\NOL Investigations\Thiopenthal Entries\112-9938358-2\112-9938358-2... 1/14/2011
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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. Dixon0001.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. Piease 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

HKathy Gaddi
Executive Ussistant to. Scott Hewnan

file://H:\Memphis\NOL Investigations\Thiopenthal Entries\112-9938358-2\112-9938358-2... 1/14/2011
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Undersecvetary, Opevations
(916) 341-7015

file://H:\Memphis\NOL Investigations\Thiopenthal Entries\112-9938358-2\112-9938358-2... 1/14/2011
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GEORGIA DEPAR’I'MENT OF CORRECTIONS
COMMISSIONER'S OFFICE : :
SUITE 866, EAST TOWER :
2 MARTIN LUTHER KING, JR. DRIVE, SE
ATLANTA, GEORGIA 303344900 e
404/656-4644
FAX 404/651-6818 !

Brian Owens

Sonny Perdue
Commissioner

Governor

"7 August4, 2010 SR -

FEDEX

- ATTN: Customer Relations
3875 Alrways, Module H3 Department 4634
Memphis, TN 38116

SUBJECT: Thiopental Injection Purchase
,To..mmOmftmay.Cencem: , ‘ : o

The Georgia Department of Corrections (GDC) uses Thiopental Injection in its Death Sentence
cases. In accordance with Officlal Code of Georgia, § 17-10-3, Arficle 2 in capital punishment
cases: “All persons who have been convicted of a capital offense and have had imposed upon
them a sentence of death shall suffer such punishment by lethal injectlon

The.GDC has been.unable to Iocate this drug in the United States and because there is a need
. for the drug to carry out the State of Georgia’s constitutional requirément in death sentence -
coeeee .. cases we have purchased, from Dream Pharma LTD 176 Horn Lane Action London, the
Cee sl LT glipplies listed below: R S L

NamerDescrption Quantity Price A P

Quantily : ) (E_a)

Thiopental Injection, power for | (D) (4)
reconstitution, thiopental sodium,
500mg vial packs of 25's

91.88 GBP

-Shipping Location:

Wilson's Pharmacy

1142 Main Street
_.Forest Park, GA-30207
‘Phane: 404.368.4271

US DEA Number AW3495961
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SUBJECT: Thiopental injection Purchase
Georgia Department of Corrections

_Mr. Charles H. Smith, Jr., Director of Procurement will be the point to coritact for this purchase.

He can be reached by telephone 404-656-6442 or by e-mail: smithcl 2@dcor.state.ga.us.

Sincerely,

Derrick D:"Schofield, :
. Assistant Commissioner, Chief of Staff o i
Georgia Department of Corrections ' ' P

EOUAL OPPORTUNITY EMPLOYER




STATE OF CALIFORNIA -—DEPARTMENT OF CORRECTIONS AND REHABILITATION ARNOLD SCHWARZENEGGER, GOVERNOR
e s

— - —
OFFICE OF THE SECRETARY

P.O. Box 9428383
Sacramento, CA 94283-0001

December 9, 2010

Ms, Ruth Dixon ,
Department of Health and Human Services
Food and Drug Administration

Dear Ms. Dixon:

Since 1993, California law has authorized capital punishment by lethal injection pursuant to
Penal Code Section 3604. The law states the pumshment of déath 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; sodium th:opental,
pancuronjum 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 notified the
United States District Court for the Northern District of California that it had ordered 2| grams
of sodium thiopental that expires in 2014 from a manufacturer based in England (FDA # 112-99-
38358-2). CDCR expected to receive the sodium thiopenta] 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.

Per your conversation with John McAuliffe, we are asking for the immediate release .and
shipment of the ®%| grams of sodium thiopental. If you have any questions, concerns or any
changes arise, please contact me at (916) 323-6001 or Mr. McAuliffe at (707) 480-6766.

5 D
BENJAMIN T. RICE
General Counsel

cc: John McAuliffe
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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 is currently under review by our DIOP branch. (b) (5.
. .. If you need additi na y p
Halpenny at 901-333-3521 or Supervisor Ruth Dixon at 901-333-3522. | am not authorized to make an
admissibility decision on the entry.

Thank you,

Olistopler Boulmas
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, 2010 3:37 PM

To: Boulmay, Christopher

Cc: Kernan, Scott@CDCR

Subject: FDA entry item # 112-99-38358-2

Mr. Boulmay

lam mqumng into the shipment (# 112-99-38358-2) that is currently awaiting FDA approval. The shipment is to
be sent to hemique Pharmaceduticals, Inc. 13306 East Whittier Boulevard, Whittier, CA. 90602-3200 by FED-

, - is the FED-EX contact person) | also called your phone number 901-333-3528 and left a
message. It you ‘could please return my call | would like to know the timeline for release. Thank you in advance.

John McAuliffe
California Department of Corrections and Rehabilitation

file://U:\SodiumThiopental\Emails\112-9938358-2Emails\RE FDA entry item # 112-99-38... 1/13/2011
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From: Dixon, Ruth P

Sent: Thursday, December 09, 2010 2:24 PM
To: Veneziano, Domenic J.

Cc: Halpenny, Susan M

Subject: FW: Letter to Ms. Dixon

Attachments: Letter to Ms. Dixon0001.pdf
Good day Domenic,

Before | had the opportunity to return the call to the Undersecretary | received this message
with the enclosed letter. Mr. McAuliffe also followed up with a phone call...they will be trying to
call the Commissioner's office and you via the general phone numbers since they are receiving
significant pressure from the Governor's office.

. . e 7

. "/';/// . / .//,'z'r 4z
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 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

file://U:\SodiumThiopental\Emails\112-9938358-2Emails\FW Letter to Ms. Dixon.htm 1/13/2011
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Hathy Gaddi
Executive Assistant ta Scott Hexnan

Undersecretary, Operations
(916) 341-7015

file://U:\SodiumThiopental\Emails\112-9938358-2Emails\FW Letter to Ms. Dixon.htm 1/13/2011
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From: Dixon, Ruth P

Sent: Thursday, December 09, 2010 2:24 PM
To: Veneziano, Domenic J.

Cc: Halpenny, Susan M

Subject: FW: Letter to Ms. Dixon

Attachments: Letter to Ms. Dixon0001.pdf
Good day Domenic,

Before | had the opportunity to return the call to the Undersecretary | received this message
with the enclosed letter. Mr. McAuliffe also followed up with a phone call...they will be trying to
call the Commissioner's office and you via the general phone numbers since they are receiving
significant pressure from the Governor's office.

.y i
. //j/// . / //.'/'/n
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 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

file://U\SodiumThiopenta\Emails\112-9938358-2Emails\FW Letter to Ms. Dixon.htm 1/13/2011
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Ruth.Dixon@FDA.HHS. gov

Hathy Gaddi

Executive osistant te Scott Hernan
Undersecretary, Operations

(916) 341-7015

file://U:\SodiumThiopenta\Emails\112-9938358-2Emails\FW Letter to Ms. Dixon.htm 1/13/2011
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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

Cec: Kernan, Scott@CDCR

Subject: FW: Letter to Ms. Dixon

Attachments: Letter to Ms. Dixon0001.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

Hathy Gaddi
Executive boistant ta Scatt Hexnan

file://H:\Memphis\NOL Investigations\Thiopenthal Entries\112-9938358-2\112-9938358-2... 1/14/2011
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Undersecretary, Operations
(916) 341-7015

file://H:\Memphis\NOL Investigations\Thiopenthal Entries\112-9938358-2\112-9938358-2... 1/14/2011



TreJ;agnier, Timothy

From: Thomas, David

Sent: Monday, September 27, 2010 2:23 PM

To: Budweg, Greta L; Halpenny, Susan M

Cc: Dixon, Ruth P; Chan, Hoi-May (CBER); Samaan, Marian; Chung, Phap; Cowels, Allyson;
Strickland, Evanguel; Solis, Daniel; 'DEAN, MICHAEL K'

Subject: RE: Lethal Injection Pharmacology

Greta:

Thank you for your courteous, informative and timely reply. I
have advised the Broker, Arizona Customs Brokerage, Phoenix, AZ,
Filer # 574, to transmit all entry documentation, regarding the
above, prior to wheels-up, including AWB. I will then forward
same to you and all principals.

As of this communication, the Filer has not received the
paperwork to perform entry data for transmission to Custom's ACS
system from the Automatic Broker Interface software.

Respectfully,

David Thomas, DCM
FDA Investigations
Phoenix, Office

————— Original Message-----

From: Budweg, Greta L

Sent: Monday, September 27, 2010 10:02 AM

To: Halpenny, Susan M

Cc: Dixon, Ruth P; Thomas, David; Chan, Hoi-May (CBER); Samaan,
Marian; Chung, Phap; Cowels, Allyson

Subject: RE: Lethal Injection Pharmacology

Susan,

We are running sweeps in CBP's ATS database to find this
shipment prior to arrival. We've identified 2 similar shipments
with our sweep with UPS-9066861-5 and 112-8992979-0. We'll keep
you posted on anything we find.

Greta



Greta L. Budweg

Watch Commander
FDA/ORA/ORO/Prior Notice Center
866-521-2297 main phone
703-261-8439 phone

703-261-8625 fax
greta.budwegefda.hhs.gov

————— Original Message-----

From: Halpenny, Susan M

Sent: Monday, September 27, 2010 12:44 PM
To: Thomas, David

Cc: Dixon, Ruth P; Budweg, Greta L
Subject: FW: Lethal Injection Pharmacology
Importance: High

Good day,

It would be helpful if you could provide Memphis the airway bill
for this shipment. We can follow-up with the broker to see
if/and when the shipment is being transmitted. Also we would be
able to track the shipment thru Federal Express. I appreciate
any information you can provide. Thanks in advance.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521

Fax (901) 333-3576

————— Original Message-----

From: Budweg, Greta L

Sent: Monday, September 27, 2010 11:31 AM

To: Schafer, Patricia

Cc: ORA SE NOL Import Supervisors; Taube, Anthony C
Subject: FW: Lethal Injection Pharmacology
Importance: High

Hi Pat,

I suggested to Dave Thomas that this information would be
helpful to the Memphis entry reviewers. Dave indicated that no
entry has been made at this time. 1I'll continue to pass on any
information related to this shipment.

2



Greta

Greta L. Budweg

Watch Commander
FDA/ORA/ORO/Prior Notice Center
866-521-2297 main phone
703-261-8439 phone

703-261-8625 fax
greta.budwegefda.hhs.gov

————— Original Message-----

From: Thomas, David

Sent: Monday, September 27, 2010 11:50 AM
To: Budweg, Greta L

Subject: FW: Lethal Injection Pharmacology
Importance: High

Dave Thomas
FDA Imports
Phoenix, AZ

----- Original Message-----

From: Thomas, David

Sent: Monday, September 27, 2010 8:23 AM

To: Taube, Anthony C

Cc: Strickland, Evanguel; Solis, Daniel; 'DEAN, MICHAEL K';
'CHARLES FLANAGAN'

Subject: Lethal Injection Pharmacology

Importance: High

Prior Notice Center Director, Anthony Taube:

RE: Lethal Injection pharmacology:

Sir:

I have an entry of 3 components of a lethal injection, 1)
Thiopental, 2) Pancuronium, 3) Potassium Chloride departing
London this afternoon, destination Memphis with Port of Entry

2605, Phoenix. As of this communication, no entry has been
3



made.

These pharmaceuticals are needed to carry out an execution here
in Arizona, and are not for public consumption. Attached is
Please find attached explanatory documentation and DEA
registration for the Arizona Corrections facility.

Lastly, should I be advising anyone else?
Respectfully,

David Thomas, DCM
FDA Investigations
Phoenix, Office

Charles:

We are in receipt of your communication and PDF attachments. I
have CC'd my Supervisor, Mr. Strickland, and our Imports
Director Mr. Solis for their review.

David Thomas, DCM
FDA Investigations
Phoenix, Office

————— Original Message-----

From: CHARLES FLANAGAN [mailto:CFLANAG@azcorrections.gov]
Sent: Friday, September 24, 2010 5:04 PM

To: Thomas, David

Subject: Pharmaceuticals from Dream Pharma, LTD. of London,
England

Good Afternoon Mr. Thomas:

Thank you so much for your assistance with this matter. I have
attached to this email a copy of the correspondence what will be
shipped with the pharmaceuticals. It also includes the
Department of Corrections' "Substance Control Registration
Certificate". The second attachment is a list of the items that
will be shipped to our facility; to include quantities purchased
and the last attachment is the revised DEA Registration which
includes certification for Schedule 2 drugs.

4



Once again, thank you again for your assistance. Should you
require additional information, please do not hesitate to
contact me. Here is my information:

Charles Flanagan

Deputy Director

Arizona Department of Corrections
1601 W. Jefferson - MC 445
Phoenix, Arizona 85007

(602) 542-3611 Office

(602) 377-5334 Cell

(602) 364-0601 Fax
cflanag@azcorrections.gov



Trepagnier, Timothy

From: Bradford, Jacquelyn

Sent: Monday, September 27, 2010 4:14 PM

To: Dixon, Ruth P

Subject: FW: Lethal Injection Pharmacology

Importance: High

Attachments: Thomas, David - FDA Investigations (London Shipment) 2010-09-24.pdf; DOC092310_1.pdf;

DEA Registration.pdf

OF “POF POF
Thomas, DOC092310_ DEA
- FDA Investil.pdf (20 KB)ration.pdf (3¢

————— Original Message-----

From: Halpenny, Susan M

Sent: Monday, September 27, 2010 4:04 PM
To: Bradford, Jacquelyn

Subject: FW: Lethal Injection Pharmacology
Importance: High

Please use documentation as example for other shipment going to
correction facility in ARK.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521

Fax (901) 333-3576

————— Original Message-----

From: Budweg, Greta L

Sent: Monday, September 27, 2010 11:31 AM

To: Schafer, Patricia

Cc: ORA SE NOL Import Supervisors; Taube, Anthony C
Subject: FW: Lethal Injection Pharmacology
Importance: High

Hi Pat,

I suggested to Dave Thomas that this information would be
helpful to the Memphis entry reviewers. Dave indicated that no
entry has been made at this time. 1I'll continue to pass on any

1



information related to this shipment.

Greta

Greta L. Budweg

Watch Commander
FDA/ORA/ORO/Prior Notice Center
866-521-2297 main phone
703-261-8439 phone

703-261-8625 fax
greta.budweg@fda.hhs.gov

————— Original Message-----

From: Thomas, David

Sent: Monday, September 27, 2010 11:50 AM
To: Budweg, Greta L

Subject: FW: Lethal Injection Pharmacology
Importance: High

Dave Thomas
FDA Imports
Phoenix, AZ

————— Original Message-----

From: Thomas, David

Sent: Monday, September 27, 2010 8:23 AM

To: Taube, Anthony C

Cc: Strickland, Evanguel; Solis, Daniel; 'DEAN, MICHAEL K';
'"CHARLES FLANAGAN'

Subject: Lethal Injection Pharmacology

Importance: High

Prior Notice Center Director, Anthony Taube:

RE: Lethal Injection pharmacology:

Sir:

I have an entry of 3 components of a lethal injection, 1)
Thiopental, 2) Pancuronium, 3) Potassium Chloride departing

London this afternoon, destination Memphis with Port of Entry
2



2605, Phoenix. As of this communication, no entry has been
made .

These pharmaceuticals are needed to carry out an execution here
in Arizona, and are not for public consumption. Attached is
Please find attached explanatory documentation and DEA
registration for the Arizona Corrections facility.

Lastly, should I be advising anyone else?
Respectfully,

David Thomas, DCM
FDA Investigations
Phoenix, Office

Charles:

We are in receipt of your communication and PDF attachments. I
have CC'd my Supervisor, Mr. Strickland, and our Imports
Director Mr. Solis for their review.

David Thomas, DCM
FDA Investigations
Phoenix, Office

————— Original Message-----

From: CHARLES FLANAGAN ([mailto:CFLANAG@azcorrections.gov]
Sent: Friday, September 24, 2010 5:04 PM

To: Thomas, David

Subject: Pharmaceuticals from Dream Pharma, LTD. of London,
England

Good Afternoon Mr. Thomas:

Thank you so much for your assistance with this matter. I have
attached to this email a copy of the correspondence what will be
shipped with the pharmaceuticals. It also includes the
Department of Corrections' "Substance Control Registration
Certificate". The second attachment is a list of the items that
will be shipped to our facility; to include quantities purchased
and the last attachment is the revised DEA Registration which
includes certification for Schedule 2 drugs.

3



Once again, thank you again for your assistance. Should you
require additional information, please do not hesitate to
contact me. Here is my information:

Charles Flanagan

Deputy Director

Arizona Department of Corrections
1601 W. Jefferson - MC 445
Phoenix, Arizona 85007

(602) 542-3611 Office

(602) 377-5334 Cell

(602) 364-0601 Fax
cflanag@azcorrections.gov



Arizona Department of Corrections

1601 WEST JEFFERSON
PHOENIX, ARIZONA 85007
(602) 542-5407
. Www.azcorractions.gov

JANICE K. BREWER CHARLES L. RYAN
GOVERNOR DIRECTOR

September 24 2010

David Thomas, DCM

FDA Investigations

Food and Drug Administration

Division of Import Operations and Policy
4605 East Elwood Street, Suite 402
Phoenix, Arizona 85040-1948

Dear Mr, Thomas:

Thank you for your professional assistance with the processing of this shipment. I am enclosing
the original letter addressed to your agency and a copy of our Substance Control Registration
Certificate. '

Once again, thank you again for your assistance. Should you require additional information,
please do not hesitate to contact me.

es-Flanagan
Deputy Director

cc:  File -:Q)'\)e ‘
please do mot Ineik e Yo

ot reaam .4
Clitrbo

4:75’



Arizona Bepartment of Corrections

1601 WEST JEFFERSON
PHOENIX, ARIZONA 85007
(802) 542-5487
www.azcorrections.gov

JANICE K. BREWER CHARLES L. RYAN
GOVERNOR DIRECTOR
September 24, 2010
David Thomas, DCM
FDA Investigations

Food and Drug Administration

Division of Import Operations and Policy
4605 East Elwood Street, Suite 402
Phoenix, Arizona 85040-1948

Re:  Execution by Lethal Injection of Arizona Inmate
Jeffrey Timothy Landrigan #082157

Dear Mr. Thomas:

The purpose of this correspondence is to advise your agency of our intent to receive certain

~ pharmaceutical products from Dream Pharma, Ltd. of London, England. We have placed the
order with this company for the purpose of securing the necessary drugs for carrying out an
execution warrant issued by the Arizona Supreme Court in the matter of State v. Jeffrey Timothy
Landrigan, CR-90-0323 AP.

In order to proceed with the execution we must have the products ordered through Dream
Pharma. Our DEA Registration number is: FA2203571 and it expires June 30, 2013. The
execution is set by the court for October 26, 2010, and our agency is mandated to advise the
court that it possesses the necessary chemicals for the lethal injection protocol as approved, no
later than October 1, 2010,

Any steps your agency can take in attending to this shipment expeditiously would be of great
assistance to our agency in its effort to abide by the court-ordered dates set by the court. Should
your agency have any questions, do not hesitate to contact my office directly at (602) 542-5225
or after normal business hours through our command center at (602) 542-1212.

Thank you in advance for your professional assistance with the processing of this shipment,

Sincerely,

Charles L. Ryan
Director

cc:  Charles Flanagan, Deputy Director
Robert Patton, Division Director, Offender Operations
Carson McWilliams, Warden, ASPC Florence



ARIZONA STATE PRISON - FLORENCE, CARSON
WARDEN

1305 BUTTE AVE.

P.O. BOX 629

FLORENCE, AZ 85232-0000-000

"II'H'llllllllﬂ"lll'll”lll""l"lli"lll"ll'"lll"llll

CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE
DRUG ENFORCEMENT ADMINISTRATION
WASHINGTON D.C. 20537

This registration Is only for use at Federal or State institutions.

DEA REGISTRATION THIS REGISTRATION FEE
NUMBER EXPIRES ' PAID

FA_zz‘oasﬁ 30-201 FEE EXEMPT

~ §CHEDULES L BUSINES . IG8UE DATE

08-25-2010

3.3N4.5,

ARIZONA STATE PRISON FLORENCE CARSON
{WARDEN

1305 BUTTE AVE. .

P.O. BOX 629

FLORENCE, AZ 85232-0000

Sactions 304 and 1008 (21 USC 824 and 958) of the Controted
Substances Act of 1870, as amended, provide that the Atlomaey
General may revoke or suspend a registration fo manufacture,
distribute, dispense, import or export a controiled substance.

THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF -
OWNERSHIP, CONTROL, LOCATION, OR BUSINESS ACTIVITY,
AND IT IS NOT VALID AFTER THE EXPIRATION DATE,

B ef B M e vve G UMD G I VR s e M W Gt dee W OB WM EXD e W WL GEN G A0 WRR N Jow) s GRE CND BED Mas vev GW M GED e W W GRS CUR EED e v M NS NG Gge w U S G e W MR M R e W W S

R
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CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE

DRUG ENFORCEMENT ADMINISTRATION
WASHINGTON D.C. 20537

DEA REGISTRATION THIS REGISTRATION FEE

NUMBER EXPIRES PAID

FA2203571 06-30-2013 FEE EXEMPT b

' ' State 'stltutlons '
SCHEDULES BUSINESS ACTMITY ISSUE DATE g
HOSPITAL/CLINIC 08-25-2010

3,3N4,5, :
n - ~ - o
B ARIZONA STATE PRISON - FLORENGE, CARSON Sactions 304 and 1008 (21 USC 824 and 858) o he
ko WARDEN Controlled Substancesa Act.of 1870, as amended,
N 1306 BUTTE AVE. provide that the Attorney - Geiefal may revoke or
] ﬁ P.0O. BOX 629 guspend a registration to manufacture, distribute,
A FLORENCE, AZ 85232-0000 dispense, import or export a controlied substance.
E E THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF OWNERSHIP, CONTROL, LOCATION, OR BUSINESS ACTIVITY,

AND iT IS NOT VALID AFTER THE EXPIRATION DATE.




SR

e e 1, FEE CONTROLLED SUBSTANCE/REGULATED CHEMICAL
IV 03 : ZERES 20 REGISTRATION CERTIFICATE
20357 06-30-2013 FEE EXEMPT UNITED STATES DERARTMENT OF JUSTICE
e DRUG ENFORCEMENT ADMINISTRATION
" SCHEDULES BUSINESS ACTMVITY 18SUE DATE WASHINGTON D.C. 20537

This registration Is only for use at Federal or State institutions.

Sections 304 and 1008 (21 USC 824 and 958) of the
Controlied Substances Act of 1870, as amended, provide
that the Attorney ‘General may revoke or suspend 8
ragistration to manufacture, distribute, dispense, import or
axport a controllad substance.

THIS CERTIFICATE I8 NOT TRANSFERABLE ON CHANGE OF
OWNERSHIP, CONTROL, LOCATION, OR BUSINESS ACTIVITY,

_AND IT IS NOT VAL!D AFTER THE EXPIRATION DATE.
A — S

HOSPITAL/CLINIC 08-25- 20?]

ATE PRI ON FLOF(ENCE

305 BUTTE AVE

P.0. BOX 629
f i (1‘! [RihiGd u-v-;.x ryo D00

——————

REQUESTING MODIFICATIONS TO YOUR
REGISTRATION CERTIFICATE

To request a change 1o your registered name, address, the drug
schedule or the drug cadea you handle, please

.

CH ANGE s 1. vigit our web site at deadiversion.usdof.gov - or
’ 2. call our customer Service Center at 1-(800) 882-9339 ~or .
Lo 3. submit your changa(s) in w;l(ing t0:

y . Drug Enforcement Administration
PROMPTLY P.O. Box 28083
' Waghington, DC 20083
See Title 21 Code of Federal Regulations, Section 1301.81
for complete instructions.

Form DEA-223/511 (4/07)

You have been registered to handle the following chemical/drug codes: _

e I Em O e W S w E Gw SeY W W W L R R P R



Procurement Services
1601 W. Jefferson, M/C 56302 AZ Department of
Phoenix, AZ 85007
(602) 642-4172

Fax; (602) 364-3780

Corrections

Fax

Te: Matt Alavi From: Karen Ingram, Contracts Manager

Dream Pharma, LTd

Company/ .
Institution: 176 Horn Lane Pagqs. 1
Acfon, London W3 6PJ
Fax: 44 208-992-7001 Date: 9/23/10
Phone: 44-208-992-7000 Re: Urgent Order USA

O Urgent {1 For Review [] Please Comment []Please Reply [l Please Recycle

e Comments: THIS ORDER MUST BE RECEIVED BY THE DEPARTMENT NO LATER THAN
OCTOBER 1, 2010.

Based on previous conversations between the Arizona Department of Corrections, we are placing the following
order:

1. THIOPENTAL INJECTION (powder for reconstitution, thiopental sodium, 500-
mg vial packs of 25‘s)‘::
Item Cost: |(b) (4
Quantity:

2. PANCURONIUM INJECTION (pancuronium bromide 2 mg/ml, 2-ml amp)
Item Cost: Awaitinﬁqﬁcost from Vendor — please confirm the price once obtained

Quantity:

3. POTASSIUM‘ CHLORIDE (1.5gm, 10ml, injection packs of 10)
Item Cost:

Quantity:

Payment for this order will be by credit cged, to be provided vja telephone. Please contact me for additional
information.

P OZR-BLY- 3




Printable DEA Certificate

Page 1 of 1

DEA REGISTRATION THIS REGISTRATION FEE
NUMBER o EXPIRES, PAID
FA2203571 7' 08-30:2013°  Exempt
SCHEDULES 7 BUS DATE ISSUED

ARIZONA STATE PRIS
WARDEN -
1305 BUTTE AVE. ;
P.O.BOX628 =
FLORENCE, AZ 85232 0000

CONTROLLED SUBSTANCE REGISTRATION CERTYIFICATE
UNITED STATES DEPARTMENT OF JUSTICE
DRUG ENFOQRCEMENT ADMINISTRATION
WASHINGTON, D.C, 20537

This registration is only for use at Federal or State Institutions.

Sections 304 and 1008 (21 U.S.C. 824 and 958) of the Controlied
Substances Act of 1970, as amended, provide that the Attorney
General may revoke or suspend a registration to manufacturer,
distribute, dispense, import or export a controlled substance.

THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF
OWNERSHIP, CONTROL, LOCATION, OR BUSINESS ACTIVITY,
AND IS NOT VALID AFTER THE EXPIRATION DATE.

k
CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE TR
DRUG ENFORCEMENT ADMINISTRATION SRS \
WASHINGTON, D.C, 20537
DEA REGISTRATION THIS REGISTRATION FEE
NUMBER EXPIRES PAID
FA2203571 06-30-2013 Exempt
SCHEDULES BUSINESS ACTIVITY DATE ISSUED
2,2N,3 HOSPITALICLINIC 08-25-2010
3N4,5
% ARIZONA STATE PRISON - FLORENGE, GARSON A, Sections 304 and 1008 (2
= WARDEN Conltrolled Substances At
l 0 1305 BUTTE AVE. that the’; Attorne
8§ P.0. BOX 629 registration to manufdcture ; distr
3 FLORENCE, AZ 85232 0000 export a controlled substance. . =
a BRI P ‘
2 THIS CERTIFICATE 1S NOT TRANSFERABLE ON CHANGE OF OWNERSHIP, CONTROL, LOCATION, BUSINESS ACTIVITY, OR VALID
AFTER THE EXPIRATION DATE.

https://www.deadiversion.usdoj.gov/webforms/dupeCertPrintCert.do

9/24/2010
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g g DEPARTMENT OF HEALTH AND HUMAN SERVICE

“a\,h

Food and Drug Administration
New Orleans District

Import Operations

959 Ridgeway Loop, Suite 100
Memphis, Tn. 38120

Telephone: (901) 333-3520
FAX: (001) 333-3579

January 7, 2011

UNITED PARCEL SERVICE
Delivery Signature Requested

Benjamin Rice, Chief Counsel

Office of Legal Affairs

California Department of Corrections & Rehabilitation
1515 S Street, Suite 502 S

Sacramento, California 95811

RE: Entry Number 112-9938358-2

Dear Mr. Rice:

This letter provides the status of Entry Number 112-9938358-2, consisting o
packets, each vial containing 500 mg of Thiopental Sodium. FDA received documentation
for this shipment and verified it is destined for a state correctional facility.

FDA releases this shipment, which is being imported by or on behalf of state correctional
authorities, In keeping with established practice, FDA does not review or approve products
for the purpose of lethal injection. FDA has not reviewed the products in this shipment to
determine their identity, safety, effectiveness, purity or any other characteristics.

Sincerely,

Vhlscci, K. sttt

Patricia K. Schafer
Acting District Director
New Orleans District Office




United States Food and Drug Administration
New Orleans District Office

Notice of FDA Action
Entry Number: 112-7818637-8 Notice Number: 3
August 13, 2010
> <

Port of Entry: 2095, FedEx - Memphis, Memphis, TN
Carrier: (b}, .

Date Received: June 28, 2010
Arrival Date: June 28, 2010
Filer of Record: ~ FEDEX Trade Networks Transport and Brokerage, Memphis, TN 38125
Consignee: e e Y (4))

COMMERCIAL ENTRY CLOSED

Summary of Current Status of Individual Lines

Line ACS/FDA  Product Descriptio Quantity Current Status

* 001/001 688760417429/THIOPENTAL 500MG

Released after Detention 08-
12-2010

* = Status change since the previous notice. Read carefully the sections which follow for important information
regarding these lines.

@ = Consignee ID

This is the final notice concerning entry 112-7818637-8. Any status changes are reflected in the Line summary and
line detail sections.

LINES RELEASED AFTER DETENTION

ine ACS/F DA L Produet DeserptiOn
001/001 688760417429/THIOPENTAL
500MG
Rebecca A. Asente, Compliance Officer (504) 219-8818 ext. 104
(Region/District) (504) 219-8813 (FAX)

REBECCA.ASENTE@FDA.HHS.GOV
U.S. Food and Drug Administration e

6600 Plaza Drive, Suite 400
New Orieans, LA 70127

These products are released. This notice does not constitute assurance that the product released complies with all

RL-LS9L |2/.-TC)]



Notice of FDA Action Notice Number: 3
Entry Number: 112-7818637-8 Page: 2

provisions of the Food, Drug, and Cosmetic Act, or other related Acts, and does not preclude action should the
product later be found violative.

Notice Prepared For: The District Director, U.S. Food and Drug Administration
Notice Prepared By: LPW



United States Food and Drug Administration

New Orleans District Office
Notice of FDA Action

Entry Number: 112-7818637-8 Notice Number: 2
July 16, 2010

Consignee:

> ' <
Port of Entry: ' ok '

Carrier: ‘
Date Received: June 28, 2010

Arrival Date: June 28, 2010 '

Filer of Record:  FEDEX Tra
Importer of Record: :

Memphis, TN 38125

HOLD DESIGNATED

Summary of Current Status of Individual Lines

Line ACS/FDA  Product Description Quantity Current Status

* 001/001 688760417429/ THIOPENTAL 500M (b1 14) Detained 07-15-2010

* = Status change since the previous notice. Read carefully the sections which follow for important information
regarding these lines.

@ = Consignee ID

FOA will not request redelivery for examination or sampling, if the products not released by FDA are moved, following
USCS conditional release to a location within the local metropolitan area or to a location approved by the FDA office
at the number below.

All products in this entry not listed above may proceed without FDA examination. This notice does not constitute
assurance the products involved comply with provisions of the Food, Drug, and Cosmetic Act or other related acts,
and does not preclude action should the products later be found violative.

DETENTION

The following products are subject to refusal pursuant to the Federal Food Drug and Cosmetic Act (FD&CA),
Public Health Service Act (PHSA),or other related acts in that they appear to be adulterated, misbranded or
otherwise in violation as indicated below:

Line ACS/FDA Product Description Respond By

001/001 688760417429/THIOPENTAL August 4, 2010



Notice of FDA Action

Notice Number 2
Entry Number: 112-7818637-8

Page: 2

500MG

FD&CA Section 502(0), 801(a)(3); MISBRANDING

It appears the drug or device is not included in a list required by Section 510(j), or a notice or other information

respecting it was not provided as required by section 510(j) or 510(k). Mfr not Listed or Registered with FDA.
Please direct your response to:

Rebecca A. Asente, Compliance Officer ggg:; g}g:gg:g ?;}\;)04
(Region/District) o REBECCA ASENTE@FDA HHS.GOV
U.S. Food and Drug Administration

6600 Plaza Drive, Suite 400

New Orleans, LA 70127

You have the right to provide oral or written testimony, to the Food & Drug Administration, regarding the
admissibility of the article(s) or the manner in which the article(s) can be brought into compliance. This testimony
must be provided to FDA on or before the dates shown above.

Notice Prepared For: The District Director, U.S. Food and Drug Administration
Notice Prepared By: MJS
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Spikes, Michael

From: Asente, Rebecca -
Sent: Wednesday, June 30, 2010 3:23 PM

To: Spikes, Michael

Cc: Schafer, Patricia

Subject: Import Entries Update 2nd for Today

Hi Michael,

These are the last of the entries | received via Mark yesterday. LEX

\g
Released: , U)(‘(\V l»-'LO\O
— /l/

Created an LEX for:
112 7818637-8 -

I will put in interoffice mail the paperwork corresponding with the released entries.

Now, | will start working on the DTRs you just sent me today. | will send future updates to "reply
all” from the emails you send w/the DTR hyperlinks.

Good to talk with you, R

‘Rebecca A. Asente, M.S., R.D., Compliance Officer
U.S. FDA, New Orleans District, Metairie Resident Post, Metairie Center, Suite 410, 2424 Edenborn Avenue, Metairie, LA
70001
(504) 219-8818 ext. 104; fax (504) 219-8813
This e-mail message is intended for the exclusive use of the recipient(s) named above. The contents of this message are mine personally and do not
necessarily reflect any position of the Government or the Food and Drug Administration. It may contain information that is protected, privileged,
or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to receive such information. If you are not the
intended recipient, any dissemination, distribution or copying is strictly prohibited. if you think you have received this e-mail in error, please
contact the sender immediately at rebecca.asente@fda. hhs.gov.

J{z}dk aot®




mes: V v \ 4 - v \ 2BE 4
Form Approved
D e ag P oM No. 5150080
ENTRY/IMMEDIATE DELIVERY  ap; cprTIF IED
AIR EXPRESS
o —‘19 CFR 142.3, 14216, 142.22, 142.24 h
{. ARRIVAL DATE 2, ELECTED ENTRY DATE 3. ENTRY TYPE CODE/NAME * 4. ENTRY NUMBER
062810 11 112-7818637-8
5 PORT & SINGLE TRANS BOND ;7' BROKEH/'MPOR’T'ER LE Nl{MBER
2095 {1
9. IMPORTER NUMB;H

8. CONSIGNEE NUMBER

NAME /ADDRESS i

11 IMPORTER OF RECORD NAME .

13. VOVAGEFUGHTTAIP 14, LOCATION OF GOODSCODE(SYNAME(S)
o) @ LY@ - v by @y
15, VESSEL CODEMNAME
16. U.S. PORT OF UNLADING 17 MANIFES'I; NUMBER 18 GO. NUMBER 19. TOTAL VALUE
2095
20, DESCRIFTION OF MERCHANDISE
PHARMACEUTICALS NOT RESTRICTED
2, TOLAWE | 22 178 23, MANIFEST oumng | 2+ HS. NUNBER 75 COUNTAY | 26 MANUFACTURER i0.
CODE OF ORIGIN
. GB GBDREPHA176LON
M 02358388481
H 688760417429
28, CUSTOMS USE ONLY

27. CERTIFICATION

{ hereby maks application for entryfimmediate delivery. | certify that the abovs D OTHER AGENGY ACTION REQUIRED, NAMELY:

Information Is accurate, the bond Is sutficient, valid, and current, and that afl

requirements of 19 CFR Part 142 have been met, . 5 2 2 S

PHONE NO.

06/2 8/1} S D CUSTOMS EXAMINATION REQUIRED. @DZL g

26, BROKER OR OTHER GOVY-AGENCY USE___—
[ ] enThy ResecTED, BECAUSE:

> (bnprundng e —

DELIVERY
AUTHORIZED:

2 b Do H

Py

Paperwork Reduction Act Notice: This information Is needed to determine the admissibility of imports into the United States and to provide the nacessary
information for the examination of the cargo und to establish the lishility for payment of duties and taxes. Your response is necessary.

06/28/10 19:45:47

?Q&Q«OJQJLOK Xf/ 7/( 1D Custome Form 3461(010189)



Dream Pharma Ltd. ' 176 Horn Lane, Acton, London, W3 6PJ

Tel: 020 8892 7000 Fax: 020 8992 7001
E-Mail: info@dreampharma.com

Invoice Detalls
Number: 2583INV. Date: 24-06-2010

Add

VAT no: Currency: GBP - Pounds sterling
Purchase Order: Heading: PHARMACEUTICALS
Order Detalls

Name/Description

Thiopental injection , powder for raconstitution, thiopental sodium, 560-
mg vial packs of 25's
Batch No: AS3393 EXP: 02714

Admin fee for orders below £250

Statement Defails

[Goods Total:() (4)

‘| Discount (%): (b)"‘”(4)

Delivery:ﬁb), 4 Previous Balance{®) (4)
Insurance: {0) (4} Totat: (D) (4)GBP - Pounds sterling

Payment Method: Prepayment Thank You

Shipping Details

Gross Weight (K ) (&r

Declarabons
We certify that this invoice is true and correct.

Damage, shorlage or leakage must be notified in writing to ourselves within 3 days. Non-Dellvery within 14 deys. Goods remain the property of Oream
Pherma Lid. Until lull payment has been received. Subject to our standard condltions of sale, ES&OE

Company Registration Number (0} (4)  vAT No. -
Director: M. Alavi
Page 10of 1



ENTRY NUMBER: 112 7818637 8 PAGE : 1

AWB/BL NBR : (b4 INVOICE # 06/28/2010
LINE CONSOL. WORKSHEET 07:49 PM
ITEMS MARKED 1 C/0- GB LINE VALUE- GBP
TARIFF # (b)) (4)
TY 1: KOG
e
* % 1 ) * %

% % k%

*%* END OF REPORT **¥*



ENTRY NUMBER: 112 1318637“8

’ PAGE: 1
AWB/BL NBR ; 4) "5 - INVOICE # 06/28/2010
SHIPPER : DREAM PHARMA LTD 07:49 PM
ITEM MARKED REFERENCE
INVOICE ITEM TARIFF COUNTRY VALUE-~GBP
LINE# MARK NUMBER OF ORIG. RATE OF DUTY
i Q:
1 1 e

*#%% END OF REPORT *%%



bk

Manifest report

NAME  Matt Alsvi
Dream Pharma Lid.
178 Horn Lane

CoNP
ANDl
ADD2

clTy
sT/PV

ACTON, LONOON

CNTRY GB POSTAL

W36PJ
REF  Pharmaceuticals Not Restricted

[f*_f‘_:‘ WEIGHT - b,

DESC  PHARMACEUTICALS NOT RESTRICTED

¥KGS KL K

coMp
ANDL
ADL2

crry
ST/PV

DIN WEIGHT

Hs Co
4

1 K/ K

COM  CUST VAL

GB




NAME MATT ALAVI
COMP DREAM PHARMA LTD.
ADD1 176 HORN LANE
ADD2
CITY ACTON, LONDON

/P

NAME ATT: ALAN A. ADAMS
COMP WILSONS PHARMACY
ADD1 1142 MAIN STREET
ADD2 FOREST PARK

CITY FOREST PARK

PKGS K/L WEIGHT COM CURR
S < (b)4) GB UKL

CARR VAL CUSTOMS VAL EX
DESC: PHARMACEUTICALS NOT RESTRICTED ‘

bYe




United States Food and Drug Administration
New Orleans District Office

Notice of FDA Action
Entry Number: 112-8992979-0 Notice Number: 2
September 28, 2010
Importer
> <
Port of Entry: 2095, FedEx - Memphis, Memphis, TN
Carrier: {b) (¢ S . .

Date Received: September 20, 2010
Arrival Date; September 17, 2010

Filer of Record: FEDEX Trade Networks Transport and Brokerage, Memphis, TN 38125
Consignee: Arkansas Department Of Correctio, Pine Bluff, AR 71602-9411

COMMERCIAL ENTRY CLOSED

Summary of Current Status of Individual Lines

Line ACSIFDA _ Product Description Quaniiy Current Status

* 001/001 688760418241/THIOPENTAL 4) Released after Detention 09-

SODIUM 27-2010

* = Status change since the previous notice. Read carefully the sections which follow for important information
regarding these lines.

@ = Consignee ID

This is the final notice concerning entry 112-8992979-0. Any status changes are reflected in the Line summary and
line detail sections.

DETENTION

The following products are subject to refusal pursuant to the Federal Food Drug and Cosmetic Act (FD&CA),
Public Health Service Act (PHSA),or other related acts in that they appear to be adulterated, misbranded or
otherwise in violation as indicated below:

Line ACS/FDA Product Description Respond By
001/001 688760418241/THIOPENTAL November 1, 2010
SODIUM

FD&CA Section 505(a), 801(a)(3); UNAPPROVED NEW DRUG
The article appears to be a new drug without an approved new drug application. Unapproved drug w/o written

o-bLEbLLL- )




ST 4 v \ 4 \ 2B vV Vv
B Form Approved
D N e Tag Y oM No. 1515 0069
ENTRY/IMMEDIATE DELIVERY  a5; cgrririep
AIR EXPRESS
TEL:
o '—_19 CFR 1423, 142,16, 142.22, 142.24_“
1. ARRIVAL DATE 2. ELEGTED ENTRY DATE 3 ENTRY TYPE COOE/NAME 4. ENTRY NUMBER
091710 11 112-8992979=0
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‘Dream Pharma Ltd.

Invoice Details

176 Horn Lane, Acton. London. W3 6PJ
Tel: 020 8992 7000 Fax: 020 8992 7001
E-Mail: info@dreampharma.com

Number: 2668INV

Address:

Arkansas Department of Correction
Central Administration Office

6814 Princeton Pike

Pine Bluff, AR 71602-9411

Fedex: 4512-1458-6

Tel: 870-550 - 7307

Date: 17-09-2010

Delivery Address:

Arkansas Department of Correction
Aft: Wendy Kelley, Deputy Director
Central Administration Office

6814 Princeton Pike

Pine Biuff, AR 71602-9411

Fedex: 4512-1458-6

870-550 - 7307

VAT no: Currency: GBP - Pounds steriing

Purchase Order: Heading: PHARMACEUTICALS NOT RESTRICTED
Order Detalls

Name/Description | Quantity [ Price _Total |
Thiopental Injection , powder for reconstitution, thiopental sodium, 500- N\ §90.25

mg vial packs of 25's
Batch No: AW6022 EXP:05/14

Statement Details

Goods Total: ’ Subtotal: b)(#)
' VAT (World Zero){b) (4)
_ Previous Balance:ﬁf_"f

' Total:

(b) {4) GBP - Pounds sterling

Payment Method: Prepayment Thank You

Shipping Details

Packing: " Gross Weight (be) @ i
onebox Net Weiaght Kay-t

Tari N4 Carrier A\l :

Declarations: Matt 4 : harma 4

We certify that this invoice is true and correct.

0
Acton don \/\rl‘e (,a

: 2-7000
Fax: 020-8982-7001 &

Damage, shortage or leakage must be notified in writing to ourselves within 3 days. Nan-Delivery within 14 days. Goods remain the property of Dream
Pharma Ltd. Unti full payment has been received. Subject 10 our Standand conditions of sale. ES&OE

Company Registration Number:|(0) (4)
Director: M. Atavi
Page 1 0f 1



ENTRY NUMBER :

1 PAGE: 1
AWB/BL NBR :|._ .. INVOICE # 09,/20/2010
LINE CONSOL. WORKSHEET 05:55 PM
ITEMS MARKED LINE VALUE- GBP
TARIFF # I
QTY 1: KG
b) (4) 590.25
* % * % 590.25
*kokk 590.25

*%% END OF REPORT *%%



ENTRY NUMBER: 1

ITEM MARKED REFERENCE

0
AWB/BL NBR : INVOICE #
SHIPPER : DREAM PHARMA LTD
INVOICE ITEM TARIFF COUNTRY
LINE# MARK NUMBER OF ORIG.
1 1 | (@) o

*#%% END OF REPORT %%+

RATE OF DUTY

PAGE: 1
09/20/2010
05:55 PM

VALUE-GBP
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“Thiopenta) injection ~ electronic Medicines Compendium (eMC) - print frigndiy

Archimedes Pharma UK Ltd

250 South Oak Way, Green Park, Reading, RG2 6UG,
UK

Telephona: +44 (0)118 931 5050

Fax: +44 (0)118 831 5056

WWW; H deas)

Gefore you contact this company: often several
companies will market medicines with the same active
ingredient. Please ¢heck that this is the correct
company befora contacting them. Why?

Summary of Product Characteristics last updated on the eMC: 0{)5/0(5/_200{

Thlopental injection

1. NAME OF THE MEDICINAL PRODUCT
Thiepental Injection BP

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Thiopental Sodlum BP 500mg

3. PHARMACEUTICAL FORM
Pracze-dried powder for solutlon for injaction in a vial,

4. CLINICAL PARTICULARS

4,1 Therapautic Indicatione

1. Yhlopental is used for the Induction of ganeral dnaasthaesia and is diso Used as an agiynct to provide
hypnosis during balanced anaasthesia with other anaesthetic agents, including 8naigesics and muscle
relaxants, .

2. Thiopantal is also used as an adiungt for control of convulsive discrders of varlous aetiology, Including those
caused by local andesthatics.

3. Thiopontal has now been used to reduce the Intracranial prassure In patients with increased intracranial
pressurs, If gontrolled ventilation is provided.

4,2 Posology and mothad of ndministration
Inwravanous injection.

Thiepentai injection BP Is administerad Intravenously normally as a 2.5% w/v (SOOmg' In 20ml) solution, On
occasions It may be administered as a S% w/v solution (500mg in 10m().

Tha intravanous injection preparation should be used after reconstitution of the sterlle powder with Water for
Injections, usually to produce a 2,5% w/v solution and this should be discarded after saven hours.

Ugo In anaasthasia

Normal dosage for the induction of anaesthesla Is 100mg to 150mg injected over 10 to 15 saconds. If
necessary a rapast dose of 100mg to 150mg may ba given after one minuta, No fixad dosage
recommendations for the intravenous Injection can be given, since tha dosage wlll nead to ba carefully
adjusted according to the patient’'s response. Factors such 8s age, sex, and weight of the patient should be
taken into consideration, Thiopental sodium reaches effective concentrations In the brain within 30 seconds
and ansesthesia is normally produced within one minuta of an Intravenous dose.

http://www.medicines.org.uk/EMC/printfriendlydocument.aspx?documentid=14338&comp... 20-09-10
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P.2-4

Adult
100mg to 150mg intravenously over 10 to 15 seconds, normally as a 2.5% w/v solution,
A repeat dose of 100mg to 150mg may be glven after one minute.

i s¢
The Intravenous injaction shouid be givan slowly and the amounts given titrated against tha patient’s respon
to minimise the risk of respiratory depression or the possibility of overdosage. The average dose for an adult
of 70kg Is roughly 200mg Lo 300mg (8mis to 12mis of A 2.5% w/v solution) with 8 maximum of 500mg.

Childron

2 to 7mg/kg bodywelght, intravenously over 10 to 15 secands, normally as a 2.5% w/v solution, A'repeat
dosa of 2 to 7mg/kg may be given aker one minute, The dose s 2 to 7mg/kg basad on the patient's response.
The dosa for children should not exceed 7mg/kg.

Eiderly
Smaller adult doses are advisable.
Uso in convulsive states

7Smg to 125mg (3mis to 5mis of a 2.89% w/v solution) should be given as soon as possible after the
convulsion begins. Further doses may be required to control convulsions following the use of a local
anaesthetic. Othar reglmens, such as the use of Intravencus or rectal diazepam, may be used to control
convuligiva states.

Uge In neurological pationts with ralsed intraocranial pressure i

Intermittant bolus Injections of 1,5 to 3mg/kg of bodywalght may be glven to reduce elevations of intracranial
pressure if controlled ventilation is provided,

4.3 Contrbindlcationg

Thiopantal is contraindicated In respiratory obstruction, scute asthma, severe shock and dystrophia
myatonica. Administration of any barbiturate is contraindicated in porphyria.

Care should also be exercised with severe cardiovascular diseases, savere rosplratory diseases and
hypertension of various aetiology,

Patlents with hypersensitivity raactions to barbiturates.

4.4 Speaclal warmmings and precautions for usa

Speclal care 15 needed In administering thiopental to patients with the foliowing conditions:- hypovolaemla,
gevere haemorrhage, burns, dehydratlon, severe anaamla, cardlovascular disease, status asthmaticus, severe '
liver dlseasa, myasthenla gravis and muscular dystrophies, adrenocortical insufficiency (even when controilad

by cortisohe), cachexid and severa toxdemia, raised Intracranlal pressure, raised blood urea, raised plasma

potassium, matabolic disorders e.g. thyrotoxicosis, myxoedema, dlabetes.

Thiopental may pracipitate acute circulatory fallure in patients with cardiovascular disease, partcularly
constrictive paricarditis.

Thiopental con cduse respiratory depression and a reduction in cardlac otitput,
Headache 15 aiso reportad with the use of barbiturate dnaesthetics.

Reduced goses are recommended In shock, dehydration, savera snaemla, hyperkalaemia, toxaemia,
myxoadema or other metabolic disordera. Thiopental sodium Is metabofisad primarily by the liver so doses
should be roduced In patients with hepatic impalrment. Reduced deses are also Indicatad in the aldarly and In

http://www.medicines.org. uk/EMC/printfriendlydocument.aspx?documentid=14338&comp... 20-09-10
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patients who have bean premedicated with narcotic anaigesics.

Thiopental has been shawn to Intaract with sulphaturazole. Reduced [nitlal doses may be raquired to achieva
adequite andesthasia, but repeat doses may 2iso he necessary to maintain anaesthesia.

incraasad dosas may be necessary in patients who have aithar an hebitustion or addicton to alcoho! or drugs
of abuse. Under these circumstancas It is recommended that supplementary annlgesic agents are used.

Accidantal intra-artarial injection of thiopenta) causes severe arterial spasm and an intense burning pain
around the Injection site. In the ¢ase of bccldantal intra-arterial Injection of thiopental the needla should be
lefk In-situ so that an Injection of an antispasmodic, such as papaverine or prilocaine hydrochloride may be
glven, Anticoagulant therapy may also be started to reduce the risk of thrombosts.

Thiopantal injaction should ba usad with caution in patients with adrenocortical Insufficiency or with raised
intragraniaf pressure.

4.5 Intoraction with othar medicinnl products and othor forms of intaraction
Thiopental has been shown to Interact with suiphafurazole.

It should be noted that thiopental will Interact with beta-biockers and calclum antagonists causing a fall In
blood pressura. ’

‘The sedative properties of antipsychotics and anxlolytics may be potentiated by thiopental.

4,6 Pragnancy and lactation

Thiopental readlly crosses the placental barrier and aiso appears In breast milk. Therefore, breast-feeding
should be temporarily suspended or breast milk expressed before the Induction of anaesthesla. Tt has bean
shown that thiopental can be used without adverse effacts during pregnancy although tha total dose should
not exceed 250mg. However, when considering use of thiopental the cliniclan should only use the drug when
the expactaed benafits outweigh any patential risks.

4.7 Effects on abllity to drive and ugs machines

Post-operative vertigo, disorientation and sedation may be prolonged and out-patients given thlopental shauld
therefore be advised not to drive or usa machinery, especially within the first 24 to 36 hours.

4.8 Undesirabla effacts

Laryngaedl spasm may occur, together with coughing or sneezing, during the induction procedure, For this
reason It Is not advised to usa thiopantal alone for peroral endoscopy.

Bxtravasation causes local tissue necrosis and severa pain. This can be relieved by application of an ice pack
and local Injection of hydrocortisone. The 5% w/v solution 15 hypertonic and may cause pain on Injecton and
thrambophlaebitis,

Allarglc reactions, skin reactions and hypersensitivity have been rarely reported,

Bronchospasm, raspiratory depression and myocardial depression or cardlac arrhythmias may occur.

4,9 Ov:_ardoso

Overdosaga produces acute resplirstory depression, hypotension, circulatory faliure and apnoea. Trestment
must be artificial ventilation, lowaring of the patient’s head and Infusion of pfasma volume expanders.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic propertios

Thiopantal Is a short-acting substitutad barbiturace that Is more lipld soluble than other groups of barbiturates.
The drug reversibly depresses the activity of all excitable tissues. The CNS Is particularly sensitive and

a:;mallv & general anaesthesia can be achleved with thiopental without significant effects on peripheral
Ues.

http:/fwww.med icines.org.uk/EMC/printfriendlydocument.aspx?documentid=14338&comp... 20-09-10
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Thiopantai acts through the CNS with partdcular actlvity In the mesencaphalic reticular activatng system, Tha
barbditurates exert different effects on synaptic transmission, mostly those depandent on GABA. Autonomic
ganglia of the periphers! narvous system are ai50 depressed.

8.2 Pharmacokinetic proparties

Following intravenous administration, unconsclousness occurs within 30 seconds and will be continued for 20
to 30 minutas dfter 3 singla dose. Rapld uptako occurs to most vascular arcas of the brain followed by
redistribution into other tissues.

Thiopental is strongly bound to plasma proteln, which impalrs excretian through the kidney. Tha metabolites
aro usudlly Inactive and are then excreted. Thlapental, tharefore, whilst having a short duration of action, may
have a long elimination phase.

5.3 Prociinical safoty daen
There ara no pre-clinical data of relevance to the prescriber which are additional to that alrcady included (n
| other sections of the Summary of Product Characteristics.

6. PHARMACEUTICAL PARTICULARS N

6.1 List of axciplants
None

6.2 Incompatibilities

Solutions of thiopental Injection have a pH of 10 to 11 and sre strongly 3lkaline in ordar to maintain stabllity.
Solutiong are Incompatbie with actd, acidic salts and solutions such as pathidine, morphing and promethazine

6.3 Shaif life
48 months,

6.4 Spacial procautions far staraga
Do not stere above 259C, Stora raconstituted solution batween 2°C to 8°C in an upright position and use
within 7 hours. Use once following raconstitution and discard any reslaue,

6.5 Nature and contents of contalner
20mi Type MI clear glass vialg with 20mm bromylbutyl caautchouc siiiconised rubbar ciosures.

Pack size: 25 vials per pack,

6.6 Special precautions for disposnl and other handling
Not applicable.

7. MARKETING AUTHORISATION HOLDER
Link Pharmaceuticals Limited, Bishops Weald House, Alblon Way, Horsham, West Sussex RH12 1AM, UK

8. MARKETING AUTHORISATION NUMBER(S)
PL 12406/0014

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
5 Aprll 1999

10, DATE OF REVISION OF THE TEXT
January 2003

11, Legal Category
POM

http://www.medicines.org.uk/EMC/prinrﬁ'iendlydocumem.nspx?documcntid-l 4338&comp... 20-09-10
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WBRIT. Matt Alavi A

i .

Att: Wendy Ketly, Deputy Director
o Dream Pharma Lid. TGP Arkansas Department of Correction
A1 176 Hom Lane RO0T  Central Administration Office
hni2 ADGY 6814 Princeton Pike
ct’y  ACTON, LONDON CITY  PINE BLUFF
ST/EV CiRY GB  POSTAL  W3IEPJ §T/87 AR CHTRY US  PCSTAL 71602

R=Y  Pharmaceuticals Not Restricted

A wEIGKT mﬂf LYANE 4 (b) (4)

%
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LOCATION MEM NEW INTERNATIONAL AIRBILL ENTRY ENT# 112-8992979-0

FLT/TRK FX001 FTDT 17SEP10 BCH MTR CLC CHKR AB OF
ROUTE FX001 DOC/NC N CO CONT BAG

A a2 : , RECIPIENT PH (870)550-7307
NAME MATT ALAVI NAME ATT: WENDY KELLY, DEPUTY DIRECTO
COMP DREAM PHARMA LTD. COMP ARKANSAS DEPARTMENT OF CORRECTIO
ADD1 176 HORN LANE ADD]1 CENTRAL ADMINISTRATION OFFICE
ADD2 ADD2 6814 PRINCETON PIKE '
CITY ACTON, LONDON CITY PINE BLUFF

ST/PV CNTRY GB POSTAL W36PJ ST/PV AR CNTRY US POSTAL 71602

REF

PKGS K/L w%;cg§vcom CURR CARRkVAL'CUST?MS”VALkEX LIC HDLG UNITS

me g . GB UKL
DESC: PHARMACEUTICALS NOT RESTRICTED
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Wendy Kelley .
Deputy Director of Health &
Correctional Programs

P.0O.Box 8707
Pine Bluff, Arkansas 71611-8707
honor and integrity in public service Phone: (870) 267-6361
Fax: (870) 267-6363
Arkansas Department of Correction WENDY.KELLEY @ ARKANSAS.GOV

FAX COVER SHEET

Pamtn. (Y L 2 /7
SEND TO:W FROM: W M

FAX#:90(. 333- 3579 DATE: 2.27./0

TOTAL PGS (INCLUDING COVER): 5

Comments:

PLEASE NOTE: This facsimile and any attachments Is the property of the State of Arkansas and may be
protected by state and federal laws governing disclosure of private information. It Is for the Intended
recipient only. If an addressing or transmission error has misdirected this facsimile, please notify the
sender. If you are not the intended recipient you may nol use, disclose, distribute, copy, print or rely on
this facsimile. You are notified that the document(s) provided may contain health information that Is
legally privileged, confidential and protecled by law from disclosure. Copying or distributing (his
information except as required for the direct care and treatment of the designated patient, without the
express authorization of the Arkansas Department of Comrection, Office of the Administrator of Menlal
Health or Medical Services, Is prohibited.

An Equal Opportunity Employer_
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Wendy Kelley
Deputy Director of Health &
Correctional Programs
P.O. Box 8707
Pine Bluff, Arkansas 71611-8707
Phone: (870) 267-63681
Fax: (870) 267-6363
WENDY.L.KELLEY @ ARKANSAS.QOV

honar and integrity in public service
Arkansas Department of Correction

September 10, 2010

Dream Phama Ltd.
ATTN: Matt Alavi

176 Horn Lane

Action, London W3 6PJ

SUBJECT: Thiopental Injection Purchase
Dear Mr. Alavi,

The Arkansas Department of Corrections (GDC) uses Thiopental Injection to
carry out Capital Punishment in Arkansas. In accordance Arkansas State Law,
A.C.A. § 54-817, “The sentence of death is to be carried out by intravenous
lethal injection of one (1) or more chemicals, as determined in kind and amount
in the discretion of the Director of the Department of Correction. The chemical or
chemicals injected may include one (1) or more of the following substances: one
(1) or more ultra-short-acting barbiturate, one (1) or more chemical paralytic
agents, potassium chloride, or any other chemical or chemicals, including but not
limited to saline solution.” The Director of the Arkansas Department of
Correction by Administrative Directive has ordered that sodium pentothal or
Thiopental sodium be used for the first chemical.

The Arkansas Department of Correction placed an order earlier this year with a
manufacturer in the United States, but has been advised that they have none in
stock, nor is any expected this year. In order to carry out the State of Arkansas’
constitutional mandates in death penalty cases, we desire to make the following
purchase:

Name/Description Quantity Price Total
Quantity ‘ _ (ea)

590.25 GBP

Thiopental Injection, power )
for reconstitution, thiopental GBP
sodium, 500mg vial packs of
25's

An Equal Opportunity Employar
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Shipping Location:

Arkansas Department of Correction
Central Administration Office

ATTN: Wendy Kelley, Deputy Director
6814 Princeton Pike

Pine Bluff, AR 71602-9411
Telephone: 870-5650-7307

United States Drug Enforcement Agency Number (DEA): FA1835199

OON

Our Federal Express account is|

| understand the expiration date of the chemical currently available Is February
2014, | can be reached by telephone at 001-870-550-7307 or by e-mail:
wendy.kelley@arkansas.gov

ol

Deputy Director for Health & Correctional Programs
Arkansas Department of Corrections

Sincerely,

& 3 3



Trepagnier, Timothy

From: Thomas, David

Sent: Monday, September 27, 2010 2:23 PM

To: Budweg, Greta L; Halpenny, Susan M

Cc: Dixon, Ruth P; Chan, Hoi-May (CBER); Samaan, Marian; Chung, Phap; Cowels, Allyson;
Strickland, Evanguel; Solis, Daniel;, 'DEAN, MICHAEL K'

Subject: RE: Lethal Injection Pharmacology

Greta:

Thank you for your courteous, informative and timely reply. I
have advised the Broker, Arizona Customs Brokerage, Phoenix, AZ,
Filer # 574, to transmit all entry documentation, regarding the
above, prior to wheels-up, including AWB. I will then forward
same to you and all principals.

As of this communication, the Filer has not received the
paperwork to perform entry data for transmission to Custom's ACS
system from the Automatic Broker Interface software.

Respectfully,

David Thomas, DCM
FDA Investigations
Phoenix, Office

————— Original Message-----

From: Budweg, Greta L

Sent: Monday, September 27, 2010 10:02 AM

To: Halpenny, Susan M

Cc: Dixon, Ruth P; Thomas, David; Chan, Hoi-May (CBER); Samaan,
Marian; Chung, Phap; Cowels, Allyson

Subject: RE: Lethal Injection Pharmacology

Susan,

We are running sweeps in CBP's ATS database to find this
shipment prior to arrival. We've identified 2 similar shipments
with our sweep with UPS-9066861-5 and 112-8992979-0. We'll keep
you posted on anything we find.

Greta



Greta L. Budweg

Watch Commander
FDA/ORA/ORO/Prior Notice Center
866-521-2297 main phone
703-261-8439 phone

703-261-8625 fax
greta.budwegefda.hhs.gov

————— Original Message-----

From: Halpenny, Susan M

Sent: Monday, September 27, 2010 12:44 PM
To: Thomas, David

Cc: Dixon, Ruth P; Budweg, Greta L
Subject: FW: Lethal Injection Pharmacology
Importance: High

Good day,

It would be helpful if you could provide Memphis the airway bill
for this shipment. We can follow-up with the broker to see
if/and when the shipment is being transmitted. Also we would be
able to track the shipment thru Federal Express. I appreciate
any information you can provide. Thanks in advance.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521

Fax (901) 333-3576

————— Original Message-----

From: Budweg, Greta L

Sent: Monday, September 27, 2010 11:31 AM

To: Schafer, Patricia

Cc: ORA SE NOL Import Supervisors; Taube, Anthony C
Subject: FW: Lethal Injection Pharmacology
Importance: High

Hi Pat,

I suggested to Dave Thomas that this information would be
helpful to the Memphis entry reviewers. Dave indicated that no
entry has been made at this time. I'll continue to pass on any
information related to this shipment.

2



Greta

Greta L. Budweg

Watch Commander
FDA/ORA/ORO/Prior Notice Center
866-521-2297 main phone
703-261-8439 phone

703-261-8625 fax
greta.budwegefda.hhs.gov

————— Original Message-----

From: Thomas, David

Sent: Monday, September 27, 2010 11:50 AM
To: Budweg, Greta L

Subject: FW: Lethal Injection Pharmacology
Importance: High

Dave Thomas
FDA Imports
Phoenix, AZ

————— Original Message-----

From: Thomas, David

Sent: Monday, September 27, 2010 8:23 AM

To: Taube, Anthony C

Cc: Strickland, Evanguel; Solis, Daniel; 'DEAN, MICHAEL K';
'"CHARLES FLANAGAN'

Subject: Lethal Injection Pharmacology

Importance: High

Prior Notice Center Director, Anthony Taube:

RE: Lethal Injection pharmacology:

Sir:

I have an entry of 3 components of a lethal injection, 1)
Thiopental, 2) Pancuronium, 3) Potassium Chloride departing
London this afternoon, destination Memphis with Port of Entry

2605, Phoenix. As of this communication, no entry has been
3



made.

These pharmaceuticals are needed to carry out an execution here
in Arizona, and are not for public consumption. Attached is
Please find attached explanatory documentation and DEA
registration for the Arizona Corrections facility.

Lastly, should I be advising anyone else?
Respectfully,

David Thomas, DCM
FDA Investigations
Phoenix, Office

Charles:

We are in receipt of your communication and PDF attachments. I
have CC'd my Supervisor, Mr. Strickland, and our Imports
Director Mr. Solis for their review.

David Thomas, DCM
FDA Investigations
Phoenix, Office

————— Original Message-----

From: CHARLES FLANAGAN [mailto:CFLANAG@azcorrections.gov]
Sent: Friday, September 24, 2010 5:04 PM

To: Thomas, David

Subject: Pharmaceuticals from Dream Pharma, LTD. of London,
England

Good Afternoon Mr. Thomas:

Thank you so much for your assistance with this matter. I have
attached to this email a copy of the correspondence what will be
shipped with the pharmaceuticals. It also includes the
Department of Corrections' "Substance Control Registration
Certificate". The second attachment is a list of the items that
will be shipped to our facility; to include quantities purchased
and the last attachment is the revised DEA Registration which
includes certification for Schedule 2 drugs.

4



Once again, thank you again for your assistance. Should you
require additional information, please do not hesitate to
contact me. Here is my information:

Charles Flanagan

Deputy Director

Arizona Department of Corrections
1601 W. Jefferson - MC 445
Phoenix, Arizona 85007

(602) 542-3611 Office

(602) 377-5334 Cell

(602) 364-0601 Fax
cflanag@azcorrections.gov
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18 WS PORT OF UNLADING 17. MANIFEST NUMBER 18 GO. NUMBER 19. TOTAL VALUE

2095

20. DESCRIPTION OF MERCHANDISE

PHARMACEUTICALS NOT RESTRICTED

"2, (BLOWE | 22, TTOURRB MO, 2T MANFEST uumrzrbv) %4 S, NOMBER ‘ 75 COUNTRRY T 26, MANUFACTURER I0.
TOTAL GB GBDREPHAL 76L.ON

M 02358508380

H 688760418425

27. CEATIFICATICN
{ heteby make application for antryfimmadiate detivery, | certily that the abave D OTHER AGENCY ACTION REQUIRED, NAMELY:
Information 8 Bccurste, tho band Is sufficlent, volid. and current, and that all
requiramente of 19 CFR Part 142 have boen mel.

T_RIANETIIOE OF 4091 AN

28. CUSTOMS USE ONLY

DATE

) 4 ALO/OZ/IO

28. BROKER OFt OTHER GOVT. AGENCY USE
D ENTRY REJECTED, BECAUSE:

D CUSTOMS EXAMINATION REQUIRED.

DELIVERY SIGNATURE
AUTHORIZED:

Paparwork Rsduction Act Notice: This Information s needed to determine the admissidillly of Imports Into the United Statew and to provide the neceesary
Informotion for the examination of the cargo and (o establish tho liabliy for paywent of dutles and taxes. Your response (e necessary.
10/07/10 15:12:49 Customs Form 3481 (010189}




Dream Pharma Ltd. 176 Horn Lane, Acton. London, 'N3 6PJ
Tel: D20 8992 7000 Fax: 020 8992 7001
E-Mail: info@dreampharma.com

tnvoice Detalls
Number: 2682INV Date: 06-10-2010

ﬂddress Delivery Address

VAT no: Currency: GBP - Pounds sterling

Purchase Order: Heading: PHARMACEUTICALS NOT RESTRICTED
Order Details

[ Name/Description
Thiopental Injection , powdar for recanstitution, thiopental sadium, 500-
mg vial packs of 25's

Batch No: AW6022 EXP: 05114

Previous balance

Statement Details

Goods Total: (D) (4) Subtolal: (b) (4)

Discount (%){P) (49) VAT (World Zero): ¢

Deliverép}: : )_—

Ingurance {0 {4) Total:  (b){4) GBP - Pounds stering

Previous Balance:

Payment Methog: Prepayment Thank You

Shipping Details

Packing: Gross Weight (Ra'.t4)
o Net Weight (oY) g
L Carder (b} .

Declarations: Mats Alavi, for D,
We cerlify that this invoice is true and correct.

a e 020-8992-7G00
Fax: 020-8992-7001

o

Damage, shortage or [eakage Must bo notified in willing to ourseives within 3 0ays. Non-Delivery \wihin 74 daya. Goods remain the propeny of Dream
Pharma Lid. Unlil Aull paymen has been recelved. Subjec! 1o our siandard conditions of sale. ESOE

Company Registration Number] (b} (4) VAT No. |
Director: M. Alavl

Page 10f 1



ENTRY NUMBER: 11

PAGE: 1
AWB/BL NBR INVOICE # 10/07/2010
LINE CONSOL. WORKSHEET 05:38 PM
ITEMS MARKED 1 C/0- GB LINE VALUE- GBP
TARIFF % ; )4

QTY 1:

% %

o %

% % % W

**% END OF REPORT ***




ENTRY NUMBER: 112 9247186 3 PAGE: 1

AWB/BL NBR :|  {(b)(4) ~ INVOICE # 10/07/2010
SHIPPER . DREAM PHARMA LTD 05:38 PM
ITEM MARKED REFERENCE
INVOICE ITEM TARIFF COUNTRY VALUE-GBP

LINE# MARK NUMBER OF ORIG. RATE OF DUTY

1 1 L @

#%% END OF REPORT %%



s1f 2T 08.0CT-201C
o BN

T Al Afavi

COM>  Dream Pharma Lid.

ADDY 176 Horn Lane

ACTON, LONDON
CNTRY GB  POSTAL  WIBPS

Pharmaceulicats No! Reslricted
vy W Eamer M@ ke K

0E3C  PHARMACEUT:CALS NOT RESTRLCTED

STV AT

Al LI

ds co U UpET VAL
30045000 GB 0




OCATTON MFM

NAME MATT ALAVI
COMP DREAM PHARMA LTD.

ADD1 176 HORN LANE

ADD2

CITY ACTON, LONDON

ST/PV CNTRY GB POSTAL W36PJ

PK%%)K{L

WEIGHT COM CURR CARR VAL CUSTTMS VAL EX LIC KDLG UNITS
! ® (4 GB UKL by (4) '
DESC: PHARMACEUTICALS NOT RESTRICTED



United States Food and Drug Administration
New Orleans District Office

Notice of FDA Action

Entry Number: 112-9673446-4 Notice Number: 2
January 6, 2011

Consignee:

Kirkland Correctional Institutio

4344 Broad RiverRd -
Columbia, SC 29210-4010

> | %
Port of Entry: 2095, FedEx - Memphis, Memphis, TN

Carrier: | ‘
Date Received: November 5, 2010

Arrival Date: November 5, 2010

Filer of Record:
Importer of Record;

phis, TN 38125

COMMERCIAL ENTRY CLOSED

Summary of Current Status of individual Lines

* 001/001 688760418804/THIOPENTAL (b} (4)
SODIUM

Quantity Current Status A
: Released 01-06-2011

* = Status change since the previous notice. Read carefully the sections which follow for important information
regarding these lines.

@ = Consignee ID

This is the final notice concerning entry 112-9673446-4. Any status changes are reflected in the Line summary and
line detail sections. ' :

CORRESPONDENCE
Line ACS/FDA ... POt DS O Dt ON e
001/001 688760418804/ THIOPENTAL

SODIUM

Comments : FDA releases this shipment, which is being imported by or on behalf of state correctional
authorities. In keeping with established practice, FDA does not review or approve products for the
purpose of lethal injection. FDA has not reviewed the products in this shipment to determine their
identity, safety, effectiveness, purity or any other characteristics

Denise D. Duncan, Compliance Officer (901) 333-3520
(901) 333-3579 (FAX)

(Region/District) DENISE.DUNCAN@FDA .HHS.GOV




Notice of FDA Action Notice Number; 2
Entry Number: 112-9673446-4 Page: 2

U.S. Food and Drug Administration
959 Ridgeway Loop Road, Suite 100
Memphis, TN 38120-4042

LINES RELEASED
_Line ACS/FDA Product Description
001/001 688760418804/THIOPENTAL
SODIUM
Denise D. Duncan, Compliance Officer (901) 333-3520

(901) 333-3579 (FAX)

(Region/District) DENISE.DUNCAN@FDA HHS.GOV

U.S. Food and Drug Administration
959 Ridgeway Loop Road, Suite 100
Memphis, TN 38120-4042

These products are released. This notice does not constitute assurance that the product released complies with all
provisions of the Food, Drug, and Cosmetic Act, or other related Acts, and does not preclude action should the
product later be found violative.

Notice Prepared For: The District Director, U.S. Food and Drug Administration
Notice Prepared By: DDD



. . ..

7aBs: ¥ \ / v v ' vV ¥ -7
DEPARTMENT OF THE TREASURY OMB e, JB10e0080

UNITED STATES CUSTOMS SERVICE

) ENTRY/IMMEDIATE DELIVERY  ,p; CERTIFI}D/—\ -
WY 7 AIR EXPRES? Qi}%XE%gQZF/
\
; NGRS . V4 J

19 CFR 1423, 142.16, 142.22, 142.24

1. ARRIVAL DATE 2. ELEGTED ENTRY DATE 3. ENTRY TYPE CODE/NAME 4. ENTRY NUMBER v
110510 11 112-9673446-4
& POAT 6 SINGLE TRANS. BOND 7. BROKEA/IMPORTER FILE NUMBER
2095 | (b))
8. CONSIGNEE NUMBER ) l 9. IMPORTER NUMBER
feo
NAME /ADDRESS { :
10, ULTIMATE CONSIGNEE NAME 11, IMPORTER OF RECORD NAME . .

KIRKLAND CORRECTIONAL IN
4344 BROAD RIVER RD

)

COLUMBIA SC :
12, CARRIER CODE 1 13 VOYAGEFLIGHT/TRIP 14. LOCKTION OF GOQDS-CODE(SYNAME(S)
o1 I

it
15. VESSEL CODENAME

& US. FORT OF UNLADING 17, MANIFEST NUMBER 8 GO. NUMBER T8 TOTAL VALUE
2095 1034
20, DESCRIPTION OF MERGHANDISE
PHARMACEUTICALS NOT RESTRICTED
21, TUELIANS | 22. (VBUAWE NO. 73 MANIFEST QUANTITY. 24, H.S. NUMBER 75, GOUNTRY | 28 MANUFAGTURER ID.
CODE by (42 ) N 5 ) OF ORIGIN
TOTAL e - (b) GB __GBDREPHA176LON
M 02358543833 i
H 688760418804
[

27. CERTIFICATION 28, CUSTOMS USE ONLY

| hereby maka application for entry/immediate delivery. | certify that the above D OTHER AGENCY ACTION REQUIRED, NAMELY:
information I8 accurate, the bond Is sufficient, valid, and current, and that alf
requirements of 19 CFR Part 142 have been met.

11/05/10

[ ] cusToms EXAMINATION REQUIRED.
25. BROKER OR OTHER GOVT. AGENCY USE
[ ] entay ResecteD, BECAUSE:

DELIVERY SIGNATURE DATE
AUTHORIZED: |

Paperwork Reduction Act Notice: This information is needed to determine the admissibility of imports into the United States and to provide the necessary
Information for the examination of the cargo and to establish the liability for payment of duties and taxes. Your response Is nacessary.

11/05/10 20:15:51 [P)(4) ] Customs Form 3461 (010188) !




Dream Pharma Ltd.

Invoice Details

176 Horn Lane. Acton, London, W3 6PJ
Tel: 020 8992 7000 Fax: 020 8992 7001
E-Mail; info@dreampharma.com

Number: 2718INV

Address:

South Carolina Department of Corrections
Kirkland Correctional Institution- Pharmacy
4344 Broad River Road

Columbia, South Carolina 29210

United States

Tel: 803 - 896-1995

VAT no:
Purchase Order:

Order Detalls

Date: 05-11-2010

Delivery Address:

South Carolina Department of Corrections
Att: John Solomon and Rose Mayer
Kirkland Correctional Institution- Pharmacy
4344 Broad River Road

Columbia, South Carolina 29210

United States

803 — 896-1995

Currency: USD - US Dollar
Heading: PHARMACEUTICALS NOT RESTRICTED

Name/Description

Total

mg vial packs of 25’s
Batch No: AW6022 EXP: 05/14

Qui
Thiopental Injection , powder for reconstitution, thiopental sodium, §00- (b)(

1033.5

Statement Details

Goods Total: .{(b) (4}

Discount (%)) (4
Delivery (b) (4)!

Insurance: (0} (4)

Subtotal:

by (4).
VAT (World Zero){b):(4)

Previous Balance{b) (4

Shipping Details

Paclgng: Gross Weight (K 2
onebox Net Weijght (Ka):1
Tarift: (b)(4) Carrier:éfi(b} 41

Declarations:.

We certify that this invoice is true and correct.

g 2

5&ton, London W3BPJ v

o Tel 02089927000
Fax: 020-8892-7001

Damage. shortage or leakage musi be notified in wiiling [0 ourselves within 3 days. Non-Dellvery within 14 days. Goods reman the property of Dream
Phanma Lid. Until full payment has been received. Subject to our standard conditions of sale. ES&OE

Compary Registration Number: . (8} {4) AT No
Director: M. Alavi

Page 10f1



ENTRY NUMBER: 112
AWB/BL NBR :| =

INVOICE #

ITEMS MARKED 1 C/0O- GB
TARIFF # b4
QTY 1: KG

% %

*%% END OF REPORT #*%*

LINE CONSOL.

WORKSHEET

-

PAGE: 1
11,/05/2010
08:19 PM

LINE VALUE- USD

%* %

% % % %

1,033.50

1,033.50

1,033.50



TN

ENTRY NUMBER: 112 9}:37(3)446 4 PAGE: 1

AWB/BL NBR :| 4). . INVOICE # 11,/05/2010
SHIPPER : DREAM PHARMA LTD 08:19 PM
ITEM MARKED REFERENCE
INVOICE ITEM TARIFF COUNTRY . VALUE-USD

LINE# MARK NUMBER OF ORIG. RATE OF DUTY

1 1 L (0@ ocB

*%% END OF REPORT #*#%#




SAP 0T 05-NOV-2010

o (D))

Matt Alavi

ME 0208.992-7000

-

e Dream Pharma Lid.
A “76 Horn Lane
g

CiTv  ACTON, LONDON
TPy GTsY GB F

. W36PJ

KE7  Pharmaceuticals Not Reslricted

DE6C  PHARMACEUTICALS NOT RESTRICTED .

LI
803 896 1895
John Solomon and Rose Mayer
South Carolina Deparimens of Cosrec

Kirktand Ccrrectiona! Institulion-

4344 Broad River Road
COLUMBIA

US  ReEAL 26210

L)

TCH CHh. VAL

G8

L3




LOCATION MEM

NEW INTERNATIONAL AIRBILL ENTRY ENTH# 112-9673446-4

——nen

BIOH

e i S L RECIPIENT PH (803)896-1995
NAME MATT ALAVI NAME JOHN SOLOMON AND ROSE MAYER

COMP DREAM PHARMA LTD. COMP SOUTH CAROLINA DEPARTMENT OF COR
ADD]l 176 HORN LANE ' ADD]1 KIRKLAND CORRECTIONAL INSTITUTIO
ADD2 : ADD2 4344 BROAD RIVER ROAD

CITY ACTON, LONDON CITY COLUMEBIA

ST/PV CNTRY GB POSTAL W36PJ ST/PV SC CNTRY US POSTAL 29210

REF

WEIGHT COM CURR CARR VAL CUSTOMS VAL EX LIC HDLG UNITS
(b) (4) GB USD 1471.00
T RESTRICTED

DESC: PHARMACEUTIC



United States Food and Drug Administration
New Orleans District Office

Notice of FDA Action

Entry Number: 112-9673446-4 . Notice Number: 1
November 8, 2010
Consignee:

Kirkland Correctional Institutio
4344 Broad River Rd
Columbia, SC 29210-4010

: <
Port of Entry: 2095, FedEx - Memphis, Memphis, TN
Carrier: 8 b)fé‘) 2

Date Received: "'Novemberi5,' 2010
Arrival Date: November 5, 2010

Filer of Record: FEDEX Trade Networks Transport and Brokerage, Memphis, TN 38125
Importer of Record: (b) (4)

HOLD DESIGNATED

Summary of Current Status of Individual Lines

Line ACS/FDA _ Product Description . Quentity  CurrentStatus
001/001 688760418804/ THIOPENTAL (b) §4) Pending FDA Review 11-
SODIUM 05-2010

* = Status change since the previous notice. Read carefully the sections which follow for important information
regarding these lines.

@ = Consignee ID

FDA will not request redelivery for examination or sampling, if the products not released by FDA are moved, following
USCS conditional release to a location within the local metropolitan area or to a location approved by the FDA office
at the number below.

All products in this entry not listed above may proceed without FDA examination. This notice does not constitute
assurance the products involved comply with provisions of the Food, Drug, and Cosmetic Act or other related acts,
and does not preclude action should the products later be found violative.

Notice Prepared For: The District Director, U.S. Food and Drug Administration
Notice Prepared By: MJS
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From: John Solomon [Solomon.John@doc.state.sc.us]
Sent: Wednesday, January 05, 2011 9:21 AM
To: Halpenny, Susan M

Subject: Na Thiopental
Good morning Susan,

The drugs have not been released as of 10:15 this morning. Have you heard anything this morning that is
encouraging about this matter?

John

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999

file://U:\SodiumThiopental\Emails\112-9673446-4Emails\Na Thiopental.htm 1/13/2011
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From: Halpenny, Susan M
Sent: Wednesday, January 05,2011 10:20 AM
To: 'John Solomon’

Subject: RE: Na Thiopental
Good day,

Our Director of Imports, Domenic Veneziano, advised me yesterday that we may not receive the information he
was preparing until today. | will let contact you once | have received this information and released the shipments.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521

Fax (901) 333-3576

From: John Solomon [mailto:Solomon.John@doc.state.sc.us]
Sent: Wednesday, January 05, 2011 9:21 AM

To: Halpenny, Susan M

Subject: Na Thiopental

Good morning Susan,

The drugs have not been released as of 10:15 this morning. Have you heard anything this morning that is
encouraging about this matter?

John

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999

file://U:\SodiumThiopental\Emails\112-9673446-4Emails\RE Na Thiopental htm 1/13/2011
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From: John Solomon [Solomon.John@doc.state.sc.us]
Sent: Wednesday, January 05, 2011 9:21 AM
To: Halpenny, Susan M

Subject: Na Thiopental
Good morning Susan,

The drugs have not been released as of 10:15 this morning. Have you heard anything this morning that is
encouraging about this matter?

John

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999

file://U:\SodiumThiopental\Emails\1 12-9673446-4Emails\Na Thiopental.htm 1/13/2011
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From: Halpenny, Susan M
Sent: Wednesday, January 05, 2011 10:20 AM
To: 'John Solomon'

Subject: RE: Na Thiopental
Good day,

Our Director of Imports, Domenic Veneziano, advised me yesterday that we may not receive the information he
was preparing until today. | will let contact you once | have received this information and released the shipments.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521

Fax (901) 333-3576

From: John Solomon [mailto:Solomon.John@doc.state.sc.us]
Sent: Wednesday, January 05, 2011 9:21 AM

To: Halpenny, Susan M

Subject: Na Thiopental

Good morning Susan,

The drugs have not been released as of 10:15 this morning. Have you heard anything this morning that is
encouraging about this matter?

John

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999

file://U\SodiumThiopental\Emails\112-9673446-4Emails\RE Na Thiopental.htm 1/13/2011
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From: Halpenny, Susan M
Sent: Wednesday, December 01, 2010 2:35 PM
To: 'John Solomon'

Subject: RE: shipment delay FDA entry # 112967344464
Good afternoon,

| apologize for the delay but our Director of Import Operations has been in meetings this week on this subject, and
| have not received any word back as yet. | will contact you as soon as hear something.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521

Fax (901) 333-3576

From: John Solomon [mailto:Solomon.John@doc.state.sc.us]
Sent: Wednesday, December 01, 2010 2:03 PM

To: Halpenny, Susan M

Subject: shipment delay FDA entry # 112967344464

Hello Susan,

| checked the tracking on the shipment and find it is still delayed. Is there any movement toward a decision on
who has jurisdiction (FDA or DEA)? Is there agreement on a time for a decision to be made? If this is not
resolved soon we may be exchanging Christmas cards.

John

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999

file://U:\SodiumThiopental\Emails\112-9673446-4Emails\RE shipment delay FDA entry #... 1/13/2011



Page 1 of |

From: Halpenny, Susan M
Sent: Wednesday, December 01, 2010 2:35 PM
To: 'John Solomon'

Subject: RE: shipment delay FDA entry # 112967344464
Good afternoon,

| apologize for the delay but our Director of Import Operations has been in meetings this week on this subject, and
| have not received any word back as yet. | will contact you as soon as hear something.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521

Fax (901) 333-3576

From: John Solomon [mailto:Solomon.John@doc.state.sc.us]
Sent: Wednesday, December 01, 2010 2:03 PM

To: Halpenny, Susan M

Subject: shipment delay FDA entry # 112967344464

Hello Susan,

| checked the tracking on the shipment and find it is still delayed. Is there any movement toward a decision on
who has jurisdiction (FDA or DEA)? Is there agreement on a time for a decision to be made? If this is not
resolved soon we may be exchanging Christmas cards.

John

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999

file://U\SodiumThiopental\Emails\112-9673446-4Emails\RE shipment delay FDA entry #... 1/13/2011
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From: John Solomon [Solomon.John@doc.state.sc.us]
Sent: Tuesday, December 07, 2010 7:14 AM
To: Halpenny, Susan M

Subject: clearance delay
Good morning Susan,

It has been a month since the FDA has chosen to delay delivery of a package sent from England to the South
Carolina Department of Corrections. From our last conversation | understand there is a discussion regarding
“jurisdiction” between the FDA and the DEA. If it does not appear that there wili be a solution to this stalemate in
the near future (think next 24 hours) can you direct me to someone who might be able to help expedite a
decision?

John

John P. Sclomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999

file://U:\SodiumThiopental\Emails\112-9673446-4Emails\clearance delay.htm 1/13/2011



Page 1 of 1

From: Halpenny, Susan M
Sent: Thursday, December 09, 2010 1:38 PM
To: 'John Solomon'

Subject: RE: status
Good day Dr. Solomon,

| have asked for an update on the status of your shipment from our Center for Imports but unfortunately they do
not have any updates to give me. | will continue to check on this daily.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521

Fax (901) 333-3576

From: John Solomon [mailto:Solomon.John@doc.state.sc.us]
Sent: Thursday, December 09, 2010 6:51 AM

To: Halpenny, Susan M

Subject: status

Good morning Susan,

May we have a status report with particular attention as to why the FDA continues to intervene in this particular
drug purchase? Also, the delay now borders on being excessive. Does anyone have any idea when a decision
will be rendered to release the shipment? Thank you for continuing assistance.

John

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999

file://U:\SodiumThiopentaNEmails\112-9673446-4Emails\RE status.htm 1/13/2011
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From: John Solomon [Solomon.John@doc.state.sc.us]
Sent: Thursday, December 09, 2010 6:51 AM
To: Halpenny, Susan M

Subject: status
Good morning Susan,

May we have a status report with particular attention as to why the FDA continues to intervene in this particular
drug purchase? Also, the delay now borders on being excessive. Does anyone have any idea when a decision
will be rendered to release the shipment? Thank you for continuing assistance.

John

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999

file://U:\SodiumThiopental\Emails\112-9673446-4Emails\status.htm 1/13/2011
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From: John Solomon [Solomon.John@doc.state.sc.us]
Sent: Monday, December 20, 2010 9:29 AM

To: Halpenny, Susan M

Cc: David Tatarsky

Subject: Delay of Shipment
Good morning Susan,

The FDA imposed delay is an increasing concern to us. Is there anyone who can give us a reasonable
explanation for the FDA’s decision to stop the shipment to South Carolina? For the FDA to stop the shipment and
then refuse to communicate the reason for its decision is unconscionable, Your assistance with this matter is
appreciated.

John
Copy to David Tatarsky — General Counsel for the Department of Corrections

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999

file://U:\SodiumThiopental\Emails\112-9673446-4Emails\Delay of Shipment.htm 1/13/2011
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From: Halpenny, Susan M

Sent: Monday, December 20, 2010 10:25 AM
To: 'John Solomon’

Cc: David Tatarsky

Subject: RE: Delay of Shipment

Good day,

| have not heard anything from our Director of Import Operations and Policy at this time. If you
would like to follow up with him, our Director is Domenic Veneziano and his phone number is
(301) 594-3849. You can also contact the office of our FDA commissioner, Margaret Hamburg
at (301) 796-5000.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521

Fax (901) 333-3576

From: John Solomon [mailto:Solomon.John@doc.state.sc.us]
Sent: Monday, December 20, 2010 9:29 AM

To: Halpenny, Susan M

Cc: David Tatarsky

Subject: Delay of Shipment

Good morning Susan,

The FDA imposed delay is an increasing concern to us. Is there anyone who can give us a reasonable
explanation for the FDA's decision to stop the shipment to South Carolina? For the FDA to stop the shipment and
then refuse to communicate the reason for its decision is unconscionable. Your assistance with this matter is
appreciated.

John
Copy to David Tatarsky — General Counsel for the Department of Corrections

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999

file://U\SodiumThiopental\Emails\1 12-9673446-4Emails\RE Delay of Shipment.htm 1/13/2011



*\5
{ _/ DEPARTMENT OF HEALTH AND HUMAN SERVICE
3

January 7, 2011

UNITED PARCEL SERVICE
Delivery Signature Requested

John P, Solomon, PhD, MBA

Director of Health Services

South Carolina Department of Corrections
Kirkland Correctional Institution-Pharmacy
4344 Broad River Road

Columbia, South Carolina 29210-4010

Dear Mr. Solomon:

This letter provides the status of Entry Number 112-9673446-4, consisting of]

Food and Drug Administration
New Orleans District

Import Operations

959 Ridgeway Loop, Suite 100
Memphis, Tn. 38120

Telephone: (901) 333-3520
FAX: (901) 333-3579

RE: Entry Number 112-673446-4

 vial packets,

each vial containing 500 mg of Thiopental Sodium. FDA received documentation for this
shipment and verified it is destined for a state correctional facility.

FDA releases this shipment, which is being imported by or on behalf of state correctional
authorities. In keeping with established practice, FDA does not review or approve products for
the purpose of lethal injection. FDA has not reviewed the products in this shipment to
determine their identity, safety, effectiveness, purity or any other characteristics.

Sincerely,

74327(4}32(/.

Patricia K, Schafer

C

Acting District Director
New Orleans District Office

Enclosure: FDA Notice of Action




United States Food and Drug Administration

New Orleans District Office
Notice of FDA Action

Entry Number:; 112-9938358-2 Notice Number: 2

January 6, 2011
|

> <
Port of Entry: 2095 FedEx Memphls Memphls TN

Carrier: :

Date Received: November 24 2010

Arrival Date: November 19, 2010

Filer of Record: FEDEX Trade Networks Transport and Brokerage, Memphis, TN 38125
Consignee: : “(b) (4)

COMMERCIAL ENTRY CLOSED

Summary of Current Status of Individual Lines

Line ACS/FDA  Product Description Quantity Current Status

* 001/001 688760418962 THIOPENTAL Released 01-06-2011

* = Status change since the previous notice. Read carefully the sections which follow for important information
regarding these lines.

@ = Consignee ID

This is the final notice concerning entry 112-9938358-2. Any status changes are reflected in the Line summary and
line detail sections.

o CORRESPONDENCE
R L T L
001/001 688760418962 THIOPENTAL

Comments : FDA releases this shipment, which is being imported by or on behalf of state correctional
authorities. In keeping with established practice, FDA does not review or approve products for the
purpose of lethal injection. FDA has not reviewed the products in this shipment to determine their
identity, safety, effectiveness, purity or any other characteristics. :

Randy N. Boling, Compliance Officer (Region/District) 883 ggggg% FA%)

U.S. Food and Drug Administration RANDY B-o i v

959 Ridgeway Loop Road, Suite 100 : @FDA.HHS.GOV
Memphis, TN 38120-4042



Notice of FDA Action Notice Number: 2
Entry Number; 112-9938358-2 Page: 2

LINES RELEASED
Line ACS/FDA Product Description

001/001 688760418962 THIOPENTAL

Randy N. Boling, Compliance Officer (Region/District) ggg]; ggggg% FAX)
u.s. Fpod and Drug Admlnlstr.ation RANDY.BOLING@FDA HHS.GOV
959 Ridgeway Loop Road, Suite 100

Memphis, TN 38120-4042

These products are released. This notice does not constitute assurance that the product released complies with all
provisions of the Food, Drug, and Cosmetic Act, or other related Acts, and does not preclude action should the
product later be found violative.

Notice Prepared For: The District Director, U.S. Food and Drug Administration
Notice Prepared By: LPW :




T A4 v N A ' v : A Z2BEE 4

DEPART HE TREASURY
E%Nﬁeyswéso gu;oms semlgg OMB No. 1515-0085

ENTRY/IMMEDIATE DELIVERY g1 CERTIFIED

AIR EXPRESS

TEL:
19 CFR 1423, 142.16, 142.22, 142.24_
1. ARRIVAL DATE 2. ELECTED ENTRY DATE 3. ENTARY TYPE CODE/NAME 4. ENTRY NUMBER
111910 01 112-9938358-2
5 PORT 8 SINGLE TRANS. BOND 7 BROKERIIMPORTER FILE NUMBER
2095 (b) ‘
8 CONS’GNEE NUMBER

11. IMPORTER OF RECORD NAME.

%o - N s RNACEIFLIGHTTAIP
(0) 4) | (b)(4)
15, VESSEL CODEINAME
7. U5, PORT OF UNLADING ﬂ MANIFEST NUMBER 18 GO, NUMBER 19, TOTAL VALUE
2095
20. DESCRIFTION OF MERCHANDISE
PHARMACEUTICALS NOT RESTRICTED
(2. TBLAWE | 22, THBURRB RO, |23 MANIFEST QUANTITY 24, 1.5, NUMBER 75. COUNTAY | 26 MANUFACTURER 0.
o (b) (4) i OF ORIGIN
TOTAL ot GB GBDREPHA176LON
M 02358560751 o
H 688760418962

27. CERTIFICATION 28. CUSTOMS USE ONLY

| hereby make application for entry/lmmediate delivery. | certify that the above D OTHER AGENCY ACTION REQUIRED, NAMELY:
Iinformation is accurate, the bond is sufficlent, valid, and current, and that aft
requiraments of 19 CFR Part 142 have been met.

ToRTE
11/24/10 ,
29 BROKER OR OTHER GOVT. AGENCY USE

D ENTRY REJECTED, BECAUSE:

E] CUSTOMS EXAMINATION REQUIRED.

DELIVERY SIGNATURE DATE

AUTHORIZED:

Paperwork Reduction Act Notice: This information s needed to determine the admissibility of imports Into the United States and to provide the necessary
Information for the exemination of the cargo and to establish the liability for payment of duties and taxes. Your response Is necessary.

11/24/10 12:56:42z (0@ Customs Form 3461 (010168) |




Dream Pharma Ltd.

invoice Details

176 Horn Lane, Aclon, London., W3 6PJ
Tel: 020 8992 7000 Fax: 020 8692 7001
E-Mail: info@dreampharma.com

Number: 2727INV

Address;

VAT no:
Purchase Order:

Order Details

Date: 19-11-2010

Delivery Address:

Name/Description

mg vial packs of 25's
Batch No: AW6022 EXP: 05/14

Thiopental Injection , powder for reconstitution, thiopental sodium, 500-

Statement Details

@

Discount (%): m(é)

Delivery: [(b) (4) ‘

) (4

Goods Total:

Insurance:

Subtotal] (b} (4)
VAT (World Zero):[(b) (4)
() {4}

Previous Balance:

Total:[ /(b) (4) USD - US Dollar

Payment Method: Prepayment Thank You

Shipping Details

Gross Weight (Kg)k0) (4)
Net Weight (Kg).(b) (4)

Carrier] (b) (4)

Declarationsf
We certify that this invoice is true and correct.

Matt Alavi, far 0, P

AR,

-fvv' 17% don 3
D on
A Ao 120.8992-7000

A Fax: 020-8992-7001

Damage. shonage of leakage must be natified in writing to ourselves within 3 days. Non-Oelivery within 14 days. Gaads remain the prapedy of Oream
Pharma Lid. Unti! full payment has been received. Subject lo our standard conditions of sale. E&OE

Company Registration Number::
Director: M. Alavi

(b} (4) | vATNo. . (D) (4). |

Page 1 of 1



Manifest report

RECI2

SHP OT 19-NOV-2010
P OO

LAME  Malt Alavi

CoM4P  Dream Pharma Lid.

ALI. 176 Hom Lane

KOO
€Ty  ACTON. LONDON
ST/V CHTRY GB  BDSTAL,  W36PJ
RZF  Pharmaceuticals Not Restricted
PKGS ﬁi”wucu? R/L K DIl WEIGHT ’ K/L K
K8 2D coM CUST VAL 2 DY EZP LIC

DESC  PHARMACEUTICALS NOT REST;?ICTED

MPS shipment

IMPORTANT . Tre: 'b" )
*+ Please give thisk?) ¢
Meer Nbr, 457744 Solrware: PN T

S!e Ianifest Copy of the Air Waybill
Manifest report 1o ihe [(B) {4)couriar ***




LOCATION MEM NEW INTERNATIONAL AIRBILL ENTRY

ENT# 112-9938358-2

NAME MATT ALAVI
COMP DREAM PHARMA LTD.

ADD1 176 HORN LANE ADD1
ADD2

CITY ACTON, LONDON
ST/PV CNTRY GB POSTAL W36PJ

PKGS, K/L WEIGHT COM CURR CARR VAL CUSTOM EX LIC HDLG UNITS

S K 0@  GB. USD
DESC: PHARMACEUTICALS NOT RESTRICTED




v-22-2010 12:00pm  Frond T-859  P.001/001  F-698

Appraved hrough 1273135 OMB NO isis-digi
Sce batk of fam lor P aperwark Redugton Act iouce.

DEPARTMENT OF THE TREASURY 7. TYPE OF A TION (maek ol sppticabie)
UNITED STATES CUSTOMS SERVICE osficaton of D Change of michess
ID porterss number
|MP°RTER . Check hers it you al4o want your
‘. INPUT RECORD [eraraecronre O slimmsbinicings
FiLL 2A QR 28 19 CFR 245 « NOTE-I? a consnuors bond is on e, a DoNa nger Must 3CCOMPany his change document

2 MPORTER NUMBER (Fil i one formay. -
RA (R S Nunbe '

2 8. Soasl Security Number
Ih | have nol applied I am nots
F~ D&‘,:.“-‘.'-‘-‘&ﬂ'u':&'fﬁ""g ° D' hava o RS No DSo::l Secunty No. Dl‘w eiher Auber. DU 8 resident

idion fo rea v an o). [Chaeh oll Bt appty}

2D, Cuatoms-Assgned Numiber RETURN TO:. -
AWB REF #:

172 Hea ympoTTer ever baen Nrmgnid B Cusiaits IMPOrTEr NumDe! u SN He SATS AWT® a8 )0 Bck 37 17 b Hes =7 ove beei wyigned a Cusions knporier Nuinbbar using 9 nams diferant rom hai W Block 5
. g iNo Dtﬂ it oumbe(s) and o rnma(u)in Block 17 ¢-J ﬂ:o_ D{es {lust iumber Jand @ nama(s)in Black 1 7¢.)
7el

o3 lo 173 andlor 17 b, \sl mmhu(? gk name(s) .
NOTE: )f the nwaer or ultimate consignee is a corporation this form must be signed b‘ the president, vice president, secretary, or

’ freasurer of the :orronlwn, or by aby cmployee or »ny agent of the corporation who holds u power of nflorney and a certificate by
the curporation thal such employee or agent has or wui have knowledge of the pertiuent facts.

1 CERTIFY' That the nfoimafion presented harein is
carrect thatif my Socisl Sccurity Number is used itis
because | have no IR Emiployer Numbet, thatif my
Customs-actigned numbaer is used it 1© bacauss | have
neifer a Socwl Secunty Number nor an RS Empioyer
Nummber-, Bt if none or Mese Numbers is used, s
becamise | have nnne, and My signakure canstitsles u
fequest joy assignment of a number by Customs.

22. Broker Use Only

18. 2. Titla,

Ir-22 ~20/ D

f CUSTOMS FORM 5106 {012293)




06~27-10,15:32 818013333579 : #

Wendy Kelley
Deputy Director of Health &
Correctional Programs

P.O.Box 8707
Pine Bluff, Arkansas 71611-8707
honor and integrity in public service Phone: (870) 267-6361
Fax: (870) 267-6363
Arkansas Department of Correction WENDY.KELLEY @ ARKANSAS.GOV

FAX COVER SHEET

P ¢ .7 2 /
SEND TO:W FROM: M?&M&ﬁ-

FAX#:90(.333- 3579 DATE: 2.27./0

TOTAL PGS (INCLUDING COVER): 5

Comments:

PLEASE NOTE: This facsimile and any attachments is the property of the State of Arkansas and may be
protected by state and federal laws governing disclosure of private information. It Is for the Intended
recipienl only. If an addressing or transmission error has misdirected this facsimile, please notify the
sender. If you are not the intended recipient you may nol use, disclose, distribute, copy, print or rely on
this facsimile. You are notified that the document(s) provided may contain health inforrnation that is
legally privileged, confidential and protecled by law from disclosure. Copying or distributing this
information except as required for the direct care and treatment of the designated patient, without the
express authorization of the Arkansas Depariment of Correction, Office of the Administrator of Mental
Health or Medical Services, Is prohibited.

An Equal Opportunity Employer._

i/ 3°



019013333579 : Y

Wendy Kellgy
Deputy Director of Health &
Correctional Programs
P.O. Box 8707
Pine Bluff, Arkansas 71611-8707
Phone: (870) 267-6361
Fax: (870) 267-6363
WENDY.L.KELLEY @ ARKANSAS.GOV

honor and integrity In public service
Arkansas Department of Correction

September 10, 2010

Dream Phama Ltd.
ATTN: Matt Alavi

176 Horn Lane

Action, London W3 6PJ

SUBJECT: Thiopental Injection Purchase
Dear Mr. Alavi,

The Arkansas Department of Corrections (GDC) uses Thiopental Injection to
carry out Capital Punishment in Arkansas. In accordance Arkansas State Law,
A.C.A. § 54-817, “The sentence of death is to be carried out by intravenous
lethal injection of one (1) or more chemicals, as determined in kind and amount
In the discretion of the Director of the Department of Correction. The chemical or
chemicals injected may include one (1) or more of the following substances: one
(1) or more ultra-short-acting barbiturate, one (1) or more chemical paralytic
agents, potassium chloride, or any other chemical or chemicals, including but not
limited to saline solution.” The Director of the Arkansas Department of
Correction by Administrative Directive has ordered that sodium pentothal or
Thiopental sodium be used for the first chemical.

The Arkansas Department of Correction placed an order earlier this year with a
manufacturer in the United States, but has been advised that they have none in
stock, nor is any expected this year. In order to carry out the State of Arkansas’
constitutional mandates in death penalty cases, we desire to make the following
purchase:;

Nam;lb_escn'ption Quantity Price Total
Quantity ‘ _ (ea)
Thiopental Injection, power (o) 4 (b).(4) 590.25 GBP

for reconstitution, thiopental
sodium, 500mg vial packs of
25's

An Equal Opportunity Employar

3‘



.08-27-10:15:32 ; 919013333579 : £ 3 3"

Shipping Location:

Arkansas Department of Correction
Central Administration Office

ATTN: Wendy Kelley, Deputy Director
6814 Princeton Pike

Pine Bluff, AR 71602-9411
Telephone: 870-550-7307

United States Drug Enforcement Agency Number (DEA): FA1835199

Our Federal Express accountis | (b

| understand the expiration date of the chemical currently available is February
2014. | can be reached by telephone at 001-870-550-7307 or by e-mail:
wendy.kelley@arkansas.gov

Sincerely,

Deputy Director for Health & Correctional Programs
Atkansas Department of Corrections



Trepagnier, Timothy

From: Thomas, David

Sent:  Monday, September 27, 2010 2:08 PM

To: Schafer, Patricia; Halpenny, Susan M; Dixon, Ruth P; Boling, Randy N

Cc: Strickland, Evanguel; Solis, Daniel; ‘cflanag@azcorrections.gov'; 'michael. dean@dhs.gov
Subject: RE: Lethal Injection Pharmacology

Patricia:
Correspondence received, thank you. | will email your staffing the Entry number once transmitted.

Respectfully,

David Thomas, DCM
FDA Investigations
Phoenix, Office

From: Schafer, Patricia

Sent: Monday, September 27, 2010 10:02 AM

To: Thomas, David; Halpenny, Susan M; Dixon, Ruth P; Boling, Randy N

Cc: Strickland, Evanguel; Solis, Daniel; ‘cflanag@azcorrections.gov’; 'michael.dean@dhs.gov'
Subject: Re: Lethal Injection Pharmacology

Susan, Ruth and Randy-- please read this email.

David Thomas- thank you for your email. | will be out of the office for about 2.5 weeks. Please keep my staff aware of this
shipment and others.

Thanks, Patt Schafer
Patricia Schafer,

Director, Compliance Branch and Import Operations
New Orleans District Office

From: Thomas, David

To: Schafer, Patricia

Cc: Strickland, Evanguel; Solis, Daniel; 'CHARLES FLANAGAN' <cflanag@azcorrections.gov>; 'DEAN, MICHAEL K'
<michael.dean@dhs.gov>

Sent: Mon Sep 27 12:03:04 2010

Subject: Lethal Injection Pharmacology

Ms. Schafer:
FDA Supervisor SCSO:
Memphis, TN

RE: Lethal Injection Pharmacology arrival

2/4/2011



These drugs will be coming in on a(b) (4) flight from U K. tomorrow, with destination Port of Entry Phoenix, 2605. At this
writing, the Entry has not been made by tiler 575, Arizona Customs Brokerage, 602-273-0912. | will advise you of the
Entry number once it has been transmitted ABI.

Please do not detain this entry. The product is scheduled for immediate delivery to Arizona Corrections Department upon
arrival and examination at Phoenix, Port of Entry, 2605.

Should you have any questions, please notify me immediately at the contact information below.

Respectfully,

David Thomas, DCM
FDA Investigations
Phoenix, Office
480-829-7396 x 12

From: Thomas, David

Sent: Monday, September 27, 2010 8:23 AM

To: Taube, Anthony C

Cc: Strickland, Evanguel; Solis, Daniel; 'DEAN, MICHAEL K'; 'CHARLES FLANAGAN'
Subject: Lethal Injection Pharmacology

Importance: High

Prior Notice Center Director, Anthony Taube:

RE: Lethal Injection pharmacology:

Sir:

| have an entry of 3 components of a lethal injection, 1) Thiopental, 2) Pancuronium, 3) Potassium Chloride departing
London this afternoon, destination Memphis with Port of Entry 2605, Phoenix. As of this communication, no entry has
been made.

These pharmaceuticals are needed to carry out an execution here in Arizona, and are not for public consumption.
Attached is Please find attached explanatory documentation and DEA registration for the Arizona Corrections facility.

Lastly, should | be advising anyone else?
Respectfully,

David Thomas, DCM

FDA Investigations
Phoenix, Office

Charles:

We are in receipt of your communication and PDF attachments. | have CC'd my Supervisor, Mr. Strickland, and our

2/4/2011



Imports Director Mr. Solis for their review.

David Thomas, DCM
FDA Investigations
Phoenix, Office

----- Original Message-----

From: CHARLES FLANAGAN [maiito. CFLANAG@azcorrections.gov]
Sent: Friday, September 24, 2010 5:04 PM

To: Thomas, David

Subject: Pharmaceuticals from Dream Pharma, LTD. of London, England

Good Afternoon Mr. Thomas:

Thank you so much for your assistance with this matter. | have attached to this email a copy of the correspondence what

will be shipped with the pharmaceuticals. It also includes the Department of Corrections' "Substance Control Registration

Certificate". The second attachment is a list of the items that will be shipped to our facility; to include quantities purchased
and the last attachment is the revised DEA Registration which includes certification for Schedule 2 drugs.

Once again, thank you again for your assistance. Should you require additional information, please do not hesitate to
contact me. Here is my information:

Charles Flanagan

Deputy Director

Arizona Department of Corrections
1601 W. Jefferson - MC 445
Phoenix, Arizona 85007

(602) 542-3611 Office

(602) 377-5334 Cell

(602) 364-0601 Fax
cflanag@azcorrections.gov

<<Thomas, David - FDA Investigations {London Shipment) 2010-09-24.pdf>> <<DOC092310_1.pdf>> <<DEA
Registration.pdf>>

2/4/2011



Trepagnier, Timothy

From: Schafer, Patricia

Sent:  Monday, September 27, 2010 12:02 PM

To: Thomas, David; Halpenny, Susan M; Dixon, Ruth P; Boling, Randy N

Cc: Strickland, Evanguel; Solis, Daniel; ‘cflanag@azcorrections.gov'; 'michael.dean@dhs.gov'
Subject: Re: Lethal Injection Pharmacology

Susan, Ruth and Randy-- please read this email.

David Thomas- thank you for your email. | will be out of the office for about 2.5 weeks. Please keep my staff aware of this
shipment and others.

Thanks, Patt Schafer
Patricia Schafer,

Director, Compliance Branch and Import Operations
New Orleans District Office

From: Thomas, David

To: Schafer, Patricia

Cc: Strickland, Evanguel; Solis, Daniel; '"CHARLES FLANAGAN' <cflanag@azcorrections.gov>; 'DEAN, MICHAEL K'
<michael.dean@dhs.gov>

Sent: Mon Sep 27 12:03:04 2010

Subject: Lethal Injection Pharmacology

Ms. Schafer:
FDA Supervisor SCSO:
Memphis, TN

RE: Lethal Injection Pharmacology arrival

These drugs will be coming in on a(b) (4)flight from U.K. tomorrow, with destination Port of Entry Phoenix, 2605. At this
writing, the Entry has not been made by tiler 575, Arizona Customs Brokerage, 602-273-0912. | will advise you of the
Entry number once it has been transmitted ABI.

Please do not detain this entry. The product is scheduled for immediate delivery to Arizona Corrections Department upon
arrival and examination at Phoenix, Port of Entry, 2605.

Should you have any questions, please notify me immediately at the contact information below.
Respectfully,

David Thomas, DCM

FDA investigations

Phoenix, Office
480-829-7396 x 12

2/4/2011



From: Thomas, David

Sent: Monday, September 27, 2010 8:23 AM

To: Taube, Anthony C

Cc: Strickland, Evanguel; Solis, Daniel; 'DEAN, MICHAEL K'; 'CHARLES FLANAGAN'
Subject: Lethal Injection Pharmacology

importance: High

Prior Notice Center Director, Anthony Taube:
RE: Lethal Injection pharmacology:
Sir:

I have an entry of 3 components of a lethal injection, 1) Thiopental, 2) Pancuronium, 3) Potassium Chloride departing
London this afternoon, destination Memphis with Port of Entry 2605, Phoenix. As of this communication, no entry has
been made.

These pharmaceuticals are needed to carry out an execution here in Arizona, and are not for public consumption.
Attached is Please find attached explanatory documentation and DEA registration for the Arizona Corrections facility.

Lastly, should | be advising anyone else?
Respectfully,

David Thomas, DCM
FDA Investigations
Phoenix, Office

Charles:

We are in receipt of your communication and PDF attachments. | have CC'd my Supervisor, Mr. Strickland, and our
Imports Director Mr. Solis for their review.

David Thomas, DCM
FDA Investigations
Phoenix, Office

----- Original Message-----

From: CHARLES FLANAGAN [mailto: CFLANAG@azcorrections.gov]
Sent: Friday, September 24, 2010 5:04 PM

To: Thomas, David

Subject: Pharmaceuticals from Dream Pharma, LTD. of London, England

Good Afternoon Mr. Thomas:

Thank you so much for your assistance with this matter. | have attached to this email a copy of the correspondence what
will be shipped with the pharmaceuticals. It also includes the Department of Corrections' "Substance Control Registration

2/4/2011



Certificate". The second attachment is a list of the items that will be shipped to our facility; to include quantities purchased
and the last attachment is the revised DEA Registration which includes certification for Schedule 2 drugs.

Once again, thank you again for your assistance. Should you require additional information, please do not hesitate to
contact me. Here is my information:

Charles Flanagan

Deputy Director

Arizona Department of Corrections
1601 W. Jefferson - MC 445
Phoenix, Arizona 85007

(602) 542-3611 Office

(602) 377-5334 Cell

(602) 364-0601 Fax
cflanag@azcorrections.gov

<<Thomas, David - FDA Investigations (London Shipment) 2010-09-24.pdf>> <<DOC092310_1.pdf>> <<DEA
Registration.pdf>>

2/4/2011



Trepagnier, Timothy

From: Budweg, Greta L

Sent: Monday, September 27, 2010 12:02 PM

To: Halpenny, Susan M

Cc: Dixon, Ruth P: Thomas, David; Chan, Hoi-May (CBER); Samaan, Marian; Chung, Phap;
Cowels, Allyson

Subject: RE: Lethal Injection Pharmacology

Susan,

We are running sweeps in CBP's ATS database to find this
shipment prior to arrival. We've identified 2 similar shipments
with our sweep with UPS-9066861-5 and 112-8992979-0. We'll keep
you posted on anything we find.

Greta

Greta L. Budweg

Watch Commander
FDA/ORA/ORO/Prior Notice Center
866-521-2297 main phone
703-261-8439 phone

703-261-8625 fax
greta.budwegefda.hhs.gov

————— Original Message-----

From: Halpenny, Susan M

Sent: Monday, September 27, 2010 12:44 PM
To: Thomas, David

Cc: Dixon, Ruth P; Budweg, Greta L
Subject: FW: Lethal Injection Pharmacology
Importance: High

Good day,

It would be helpful if you could provide Memphis the airway bill
for this shipment. We can follow-up with the broker to see
if/and when the shipment is being transmitted. Also we would be
able to track the shipment thru Federal Express. I appreciate
any information you can provide. Thanks in advance.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521



Fax (901) 333-3576

————— Original Message-----

From: Budweg, Greta L

Sent: Monday, September 27, 2010 11:31 AM

To: Schafer, Patricia

Cc: ORA SE NOL Import Supervisors; Taube, Anthony C
Subject: FW: Lethal Injection Pharmacology
Importance: High

Hi Pat,

I suggested to Dave Thomas that this information would be
helpful to the Memphis entry reviewers. Dave indicated that no
entry has been made at this time. I'll continue to pass on any
information related to this shipment.

Greta

Greta L. Budweg

Watch Commander
FDA/ORA/ORO/Prior Notice Center
866-521-2297 main phone
703-261-8439 phone

703-261-8625 fax
greta.budweg@fda.hhs.gov

————— Original Message-----

From: Thomas, David

Sent: Monday, September 27, 2010 11:50 AM
To: Budweg, Greta L

Subject: FW: Lethal Injection Pharmacology
Importance: High

Dave Thomas
FDA TImports
Phoenix, AZ



————— Original Message-----

From: Thomas, David

Sent: Monday, September 27, 2010 8:23 AM

To: Taube, Anthony C

Cc: Strickland, Evanguel; Solis, Daniel; 'DEAN, MICHAEL K';
'CHARLES FLANAGAN'

Subject: Lethal Injection Pharmacology

Importance: High

Prior Notice Center Director, Anthony Taube:
RE: Lethal Injection pharmacology:
Sir:

I have an entry of 3 components of a lethal injection, 1)
Thiopental, 2) Pancuronium, 3) Potassium Chloride departing
London this afternoon, destination Memphis with Port of Entry
2605, Phoenix. As of this communication, no entry has been
made.

These pharmaceuticals are needed to carry out an execution here
in Arizona, and are not for public consumption. Attached is
Please find attached explanatory documentation and DEA
registration for the Arizona Corrections facility.

Lastly, should I be advising anyone else?
Respectfully,
David Thomas, DCM

FDA Investigations
Phoenix, Office

Charles:

We are in receipt of your communication and PDF attachments. I
have CC'd my Supervisor, Mr. Strickland, and our Imports
Director Mr. Solis for their review.

David Thomas, DCM
FDA Investigations
Phoenix, Office



————— Original Message-----

From: CHARLES FLANAGAN [mailto:CFLANAG@azcorrections.govl
Sent: Friday, September 24, 2010 5:04 PM

To: Thomas, David

Subject: Pharmaceuticals from Dream Pharma, LTD. of London,
England

Good Afternoon Mr. Thomas:

Thank you so much for your assistance with this matter. I have
attached to this email a copy of the correspondence what will be
shipped with the pharmaceuticals. It also includes the
Department of Corrections' "Substance Control Registration
Certificate". The second attachment is a list of the items that
will be shipped to our facility; to include quantities purchased
and the last attachment is the revised DEA Registration which
includes certification for Schedule 2 drugs.

Once again, thank you again for your assistance. Should you
require additional information, please do not hesitate to
contact me. Here is my information:

Charles Flanagan

Deputy Director

Arizona Department of Corrections
1601 W. Jefferson - MC 445
Phoenix, Arizona 85007

(602) 542-3611 Office

(602) 377-5334 Cell

(602) 364-0601 Fax
cflanag@azcorrections.gov
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From: John Solomon [Solomon.John@doc.state.sc.us]
Sent: Tuesday, December 07, 2010 7:14 AM
To: Halpenny, Susan M

Subject: clearance delay
Good morning Susan,

It has been a month since the FDA has chosen to delay delivery of a package sent from England to the South
Carolina Department of Corrections. From our last conversation | understand there is a discussion regarding
“jurisdiction” between the FDA and the DEA. If it does not appear that there will be a solution to this stalemate in
the near future (think next 24 hours) can you direct me to someone who might be able to help expedite a
decision?

John

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999
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From: Halpenny, Susan M
Sent: Thursday, December 09, 2010 1:38 PM
To: 'John Solomon'

Subject: RE: status
Good day Dr. Solomon,

| have asked for an update on the status of your shipment from our Center for Imports but unfortunately they do
not have any updates to give me. | will continue to check on this daily.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521

Fax (901) 333-3576

From: John Solomon [mailto:Solomon. John@doc. state.sc.us]
Sent: Thursday, December 09, 2010 6:51 AM

To: Halpenny, Susan M

Subject: status

Good morning Susan,

May we have a status report with particular attention as to why the FDA continues to intervene in this particular
drug purchase? Also, the delay now borders on being excessive. Does anyone have any idea when a decision
will be rendered to release the shipment? Thank you for continuing assistance.

John

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999
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From: John Solomon [Solomon.John@doc.state.sc.us]
Sent: Thursday, December 09, 2010 6:51 AM
To: Halpenny, Susan M

Subject: status
Good morning Susan,

May we have a status report with particular attention as to why the FDA continues to intervene in this particular
drug purchase? Also, the delay now borders on being excessive. Does anyone have any idea when a decision
will be rendered to release the shipment? Thank you for continuing assistance.

John

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999
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From: John Solomon [Solomon.John@doc.state.sc.us]
Sent: Monday, December 20, 2010 9:29 AM

To: Halpenny, Susan M

Cc: David Tatarsky

Subject: Delay of Shipment
Good morning Susan,

The FDA imposed delay is an increasing concern to us. |s there anyone who can give us a reasonable
explanation for the FDA's decision to stop the shipment to South Carolina? For the FDA to stop the shipment and
then refuse to communicate the reason for its decision is unconscionable. Your assistance with this matter is
appreciated.

John
Copy to David Tatarsky — General Counsel for the Department of Corrections

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999
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From: Halpenny, Susan M

Sent: Monday, December 20, 2010 10:25 AM
To: 'John Solomon'

Cc: David Tatarsky

Subject: RE: Delay of Shipment

Good day,

| have not heard anything from our Director of Import Operations and Policy at this time. If you
would like to follow up with him, our Director is Domenic Veneziano and his phone number is
(301) 594-3849. You can also contact the office of our FDA commissioner, Margaret Hamburg
at (301) 796-5000.

Susan M. Halpenny

Supervisory Investigator

FDA, New Orleans District, Imports
Voice (901) 333-3521

Fax (901) 333-3576

From: John Solomon [mailto:Solomon.John@doc.state.sc.us]
Sent: Monday, December 20, 2010 9:29 AM

To: Halpenny, Susan M

Cc: David Tatarsky

Subject: Delay of Shipment

Good morning Susan,

The FDA imposed delay is an increasing concern to us. |s there anyone who can give us a reasonable
explanation for the FDA's decision to stop the shipment to South Carolina? For the FDA to stop the shipment and
then refuse to communicate the reason for its decision is unconscionable. Your assistance with this matter is
appreciated.

John
Copy to David Tatarsky — General Counsel for the Department of Corrections

John P. Solomon, Ph.D., MBA

Director of Health Services

South Carolina Department of Corrections
4444 Broad River Rd.

Columbia, SC 29210

(Tele) 803-896-1995

(Fax) 803-896-1999
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South Carolina

Department of MARK SANFORD, Gavemor

C oy t' . JON OZMINT, Director
orrecuons October 29. 2010

United States Customs Department

SUBJECT: Thiopental Injection Purchase

Dear Customs Agent:

The South Carolina Department of Correction (SCDC) uses Thiopental Injection for capita! punishment
purposes. S, C. Code Ann. § 24-3-530 provides as follows:

Death by clectrocution or lethal injection -“A person convicted of a capital crime and having
imposed upon him the scntence of death shall suffer the penalty by electrocution or, at the clection
of the person, lethal injection under the direction of the Ditector of the Department of Corrections.
The election for death by electrocution or lethal injection must be made in writing fourteen days

before the execution date or it Is waived, If the person waives the right of election, then the
penalty must be administered by lethal injection.”

The SCDC has beon unable to jocate this drug in the United States. In order to carry out its statutory

obligation in capital punishment cases, SCDC has purchased Thiopental from a provider in Great Britain.
Enclosed are the following drugs:

NAME/DESCRIPTION QUANTITY

Thiopental Injection, powder for reconstitution, thiopental
sodium, 500 mg vial packs of 25s

Shipping Location:

South Carolina Department of Corrections
Kirkland Correctional Institution — Pharmacy
ATTN: Rose Maycr

4344 Broad River Road

Columbia, South Carolina 29210

Telephone: (803) 896-1995

US Drug Enforcement Agency Number (DEA): R50206765 Expires: 02/28/2011

I will be the point of contact for the purchase and can be reached by telephone: 001-803-896-1995 or by

email: solomon.johu@doc state.gc.us.

hu P. Solomon, PhD, MBA
Director of Health Services

4

JP/spz
PO. Box 21787 - 4444 Broad River Rosd - Columbia, SC 29221-1787 - Telephone (803) 896-8555
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