
STATE OF CAUFORHIA -DEPARTMENT OF CORRECTIONS AND REHABILITATION

OFFICE OF THE SECRETARY
P.O. Box 842883
Sacramento, CA 94283-0001

December 9, 2010

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

Dear Ms. Dixon:

ARNOlD SCHWARZENEGGER, GOVERNOR

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

There is a national shortage of sodium thiopental. California, like many other states, has been
actively seeking supplies of the sodium thiopental for future executions. California's supply of
sodium thiopental expired on October 1, 2010. On November 22, 2010, CDCR notified the
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 conve~tio wi~ John McAuliffe, we are asking for the immediate release _and
shipment of thed.L liOf 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.

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.

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

file:///HIITIMKARITIM/TRASHBINIDEADLINES/DEADLI...OAttachmentsIRE%20Letter%20to%20Ms.%20Dixon.htm (I of2) [2/4/2011 7:03:40 AM]
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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

JlatIuj qaddi
&uc.utw.e ~6i6Uutt to. Scatt JWtnan
UtuLe.MecJtdaJuJ, 19p~
(916) 341-7015

file:///Hj/TIMKAR/TIM/TRASHBIN/DEADLINES/DEADLI...OAttachments/RE%20Letter%20to%20Ms.%20Dixon.htm (2 of2) [2/4/201 I 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,

Thank you,

~~~1
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

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

John McAuliffe
California Department of Corrections and Rehabilitation

file:/IU:\SodiumThiopental\Emails\112-9938358-2Emails\RE FDA entry item # 112-99-38... lI13/2011
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From: Kernan, Scott@CDCR [Scott.Kernan@cdcr.ca.gov]
Sent: Thursday, December 09,20102:03 PM
To: Dixon, Ruth P
Cc: McAuliffe, John@CDCR; Rice, Benjamin@CDCR
Subject: FW: Letter to Ms. Dixon

Attachments: Letter to Ms. DixonOOO l.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

JWIuj (jaddi
Ea:eattUre ~6i6tant to. Sco.tt JWuum
'l1JuWu,WtdaJuf, (9peJtati0Jt6
(916) 341-7015
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From: McAuliffe, John@CDCR [John.McAuliffe@cdcr.ca.gov]
Sent: Monday, December 20,2010 12:44 PM
To: Dixon, Ruth P
Cc: Kernan, Scott@CDCR
Subject: FW: Letter to Ms. Dixon

Attachments: Letter to Ms. DixonOOO I.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
Undersecreta ry
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

RuthDixon@FDA.HHS.gov

JUdfu; (jaddi
&xecu.tiu.e ~~~tant to. Scott JWman

file://H:\Memphis\NOL Investigations\Thiopenthal Entries\1 12-9938358-2\1 12-9938358-2... 1/14/2011
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'lUuWt6Wte1aJu,f,(9p~
(916) 341-7015
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FEDEX
, . Al'TN: Customer Relations

3875 Airways, Ml'dule H3.Department 4634
Memphis. TN 38116

SUBJECT: ThlopentallnJec:tion Purchase

.To..whom it may Concem:

,.. '

~ .

i
.i.

......... : -"r
· ,

The Georgia Department of COrree;tions (GDC) uses Thiopental Jnj~etjon in Its Death Sentence
cases. In accordance with OffIcial Code of.Georgia, § 17·1()"3, Article 2 in capital punishment
C8~es: ·AII.pe~o"swho have been convicted of a capital offense ~nd have had Imposed upon
them a sentence of death shall suffer such punishment by lethal injection. ~

. !

.The,GDC has.bean. unable to IOCiilt~ tnl.s 9ru9 in the United states and because there is a need
for the drug to carry out the state of Georgia's constitutional requlr~merit in death sentence .

. '.". .. .. ..casesw.ebave purcl'l8sed•. from Dream Pha.rma LTD., 176 Hom Lane, Action London, the .
~.:~.;~:. :·::'·:'~·::·::··':>·:·~·':s(jpplies"lIsted.below:· . . :,.. ' ...... :. ..!.: ..... , . " .~. '.:,,,: ..

NamelOescription
Quanti

Quantity Price
e3

Total

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

.Shipping Location:

Wilson's Pharmacy
1142 Main Street
:Forest Park: GA30297

.. "·phone: 404.366.427.1
·us DEA 'Number AW3495961

'!

91.88 GBP
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, ,M.~. Qhari~s, H" Smith, Jr.• Director ,ofP~curement will be the point or contact for this purchase.
He can be reached by telephone 404-656-6442 or by e-mail: SmitbC12@dcor.state.ga\us. ' " ..

SUBJECT: Thl9pentallnjection purchase
Georgia Department of Corrections

Derrick . Chofield;
,A8.sistant ,CQ.",m~slon~r. Chief of Staff
Georgia Oepa~entof Corrections
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•
STAll: OF CALlFORNIA-c9A1m1IlHT OF CORREcnONS AIm REHABILITAnON

OFFICE OF THE SECRETARY
p.O.1Iox 142N~

sacramento, CA M2U-0001

December 9, 2010

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

Dear Ms. Dixon:

ARHCJU) SCHWARZENEGaER. GOVERNOR
=

Since 1993, California law has authorized capital punishment by lethal injection pursuant to
Penal Code Section 3604. The law states the punishment of death shall be inflicted by the
administration of an intravenous injection of substances in a lethal quantity sufficient to cause
death. On May I, 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 seeking supplies of the sodium thiopental for future executions. California's supply of
sodium thiopental expired on October 1, 2010. On Noveinber 22, 2010, CDCR notified the
United States District Court for the Northern District ofCalifornia that it had orderedII 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 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. 1

Per your conversation with John McAuliffe, we are asking for the immediate release _and
shipme;nt 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.

Sincerely, .

~-r12.:-~
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,

Thank you,

~~
Consumer Safety Officer

US Food & Drug Administration

NOL-DO: Memphis R.P.

Phone: (901) 333-3528

Fax: (901)333-3577

'."".-' --- --- ".- - - _. - _ _- "~----"'-"'-'''-''-

From: McAuliffe, John@CDCR [mailto:John.McAuliffe@cdcr.ca.gov]
sent: Tuesday, November 30, 2010 3:37 PM
To: Boulmay, Christopher
Cc: Kernan, Scott@CDCR
Subject: FDA entry item # 112-99-38358-2

Mr. Boulmay

I am inquiring into the shipment (# 112-99-38358-2) that is currently awaiting FDA approval. The shipment is to
be se~tto.ghellli9ue Pharmaceuticals, Inc. 13306 East Whittier Boulevard, Whittier, CA. 90602-3200 by FED­
EX. r,:~~.}(9}il·;' is the FED-EX contact person) I also called your phone number 901-333-3528 and left a
message.' It you could please return my calli would like to know the timeline for release. Thank you in advance.

John McAuliffe
California Department of Corrections and Rehabilitation

file://U:\SodiumThiopental\Emails\112-9938358-2Emails\RE FDA entry item # 112-99-38... 1113/2011
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From: Dixon, Ruth P
Sent: Thursday, December 09,20102:24 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 I had the opportunity to return the call to the Undersecretary I received this message
with the enclosed letter. Mr. McAuliffe also followed up with a phone 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.

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.

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

Sincerely,

Scott Kernan
Undersecreta ry
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:/IU :\SodiumThiopental\Emails\112-9938358-2Emails\FW Letter to Ms. Dixon.htm 1/13/2011
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(916) 341-7015
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From: Dixon, Ruth P
Sent: Thursday, December 09,20102:24 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 I had the opportunity to return the call to the Undersecretary I received this message
with the enclosed letter. Mr. McAuliffe also followed up with a phone 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.

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\FWLetterto 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
Cc: Kernan, Scott@CDCR
Subject: FW: Letter to Ms. Dixon

Attachments: Letter to Ms. DixonOOO 1.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

JUdfuJ (jaddi
GxeattiM- a",i6tanL to. Scott JWuum

file://H:\Memphis\NOL Investigations\Thiopenthal Entries\112-9938358-2\112-9938358-2... 111412011
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Trepasnier, Timothy

From:
Sent:
To:
Cc:

Subject:

Greta:

Thomas, David
Monday, September 27,20102:23 PM
Budweg, Greta L; Halpenny, Susan M
Dixon, Ruth P; Chan, Hoi-May (CBER); Samaan, Marian; Chung, Phap; Cowels, Allyson;
Strickland, Evanguel; Solis, Daniel; 'DEAN, MICHAEL K'
RE: Lethal Injection Pharmacology

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.budweg@fda.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.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
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.
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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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l!!easnier, Timothy

From:
Sent:
To:
Subject:

Importance:

Attachments:

Bradford, Jacquelyn
Monday, September 27,20104:14 PM
Dixon, Ruth P
FW: Lethal Injection Pharmacology

High

Thomas, David - FDA Investigations (London Shipment) 201 0-09-24.pdf; DOC092310_1.pdf;
DEA Registration.pdf

Thomas, DOC092310_ DEA
- FDA Investil.pdf (20 KB):ration.pdf (3S

-----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. 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 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

4



~ri~ona 11Bepartment of (lCorrections
1601 WEST JEFFERSON

PHOENIX, ARIZONA 85007
(602) 542-5497

www.8Zcornl(:llon••gov

JANICE K. BREWER
GOVERNOR

CHARLES L. RYAN
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.

File

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

cc:



~rt?ona ilepartment of ([orrectton~
1601VVESTJEFFERSON

PHOENIX, ARIZONA 85007
(602) 542·5497

WlIIW.8ZCOmlCllons·90V

JANICE K. BREWER
GOVERNOR

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:

CHARLES L. RYAN
OIRECTOR

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.

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
FLORENCt, AZ 85232-0000-000

1I111111.1.111.11I111I11.1I111J1I11111,111111I11111 111111111.1

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

CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE

DRUG. ENFORCEMENT ADMINISTRATION
WASHINGTON D.C, 20537

6ecl1one 304 and 1008 (21 USC 824 and 958) of the Centrole<!
Sublltaneaa Act of 1970. a8 amende<!. provide that the Marney
General may revoke or suspend a registration to manufacture,
dlattlbute, dISpense, import or export a controlled substance.

PEA REGISTRATION THIS ~GISTRATION FEE
NUMBER EXPIRES PAID . .:

IFA2203571:.9f'~:~~i~Q13 FEE EXEMPT]

8CHEOULl,S ·"'i.:"EiUSiNES'S1<CTMrv. ISSUE DATE"

b,3N,4.5,Ho'~~:!~~~CLINIC 08-25-201 OJ

ARIZONA ST:~1'E PRISON· FLORENCE, CARSON
WARDEN" .' .....
1305 BUTTE AV·E.
P,O. BOX 629
FLORENCE, AZ 85232-0000

I'
I
I
I
I
I Thill regialrallOl1la only for use et Federel or State Institutiona.
I
I
I
I
I
I
I
I
I
I
I

---~-------------~~-----------------------------~----~ ----------------

CONTROUED SUBSTANCE REGISTRAnON CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE

DRUG ENFORCEMENT ADMINISTRATION
WASHINGTON D.C. 20537

DEA REGISTRATION
NUMBER

IFA2203571

SCHEDULES

[;NA,5,

THIS REGISTRATION
EXPIRES

06-30·2013

BUSINESS ACTIVITY

HOSPITAUCLINIC

FEE
PAID

~EE EXEMPT]

'.- ." ,., ~ ;. ""':: .-' - ~',: ...;, :.
.' .... ,:.:.. ::.-".-:-:',., .. -'.:::.; :,':':"'-,'

Th!~:.'t~Q~$!~~~r::),ltO-iJIY·
for '!Js~'afFEJdej'al ~or ,I

S~t~:ln$titutibns,''. .

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

ARIZONA STATE PRISON - FLORENCE, CARSON
WARDEN
1305 BUTIE AVE.
P.O. BOX 629
FLORENCE, AZ 85232-0000

Sections 304 and 1()OS (21 USC 824 and 958) of the
Controlled SUbstaricesAct ot 1970.. S8 .amended,
provide that the Attorney General may revoke or
suspend 8 reglstrallon 10 manufadure, distribute,
dll.pense. Import or export a conlroned substance.



DEA REGISTRATION
NUMBER

IFA2203571

SCHEDULES

THIS REGISTRATION
EXPIRES

IlUSINESS ACTIViTY

FEE
PAlO

FEE EXEMPT/

ISSUE DATE

CONTROlLED SUBSTANCEJREGULATED CHEMICAL
REGISTRATION CERTIFICATE

UNITED STATES DEPARTMENT OF JUSTICE
DRUG ENFORCEMENT ADMINISTRATION

WASHINGTON D.C. 20537

08-25·2010

.~ A SJATEPRISON· FLORENCE,
CARSON .
WARDEN .
1305 BUTTE AVE.

~
~~

This r.glillration Is only for use at F.deral or State lnatltutlonl.

Secllons :304 arnj 1008 (21 USC 624 and 968) of the
Controlled Substances Act of 1970. as amended, proVide
that the AttomeyGenerel may revoke or lIUSpend a
registration to manufacture, dlelrlbute, dispense, import or
lIxporl a controlled $Ubslan~.

THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF
OWNERSHIP, CONTROL, LocAnON,OR BUSINESS ACTIVITY.
ANI''! IS NOT VALID AFTER THE EXPIRATION DATE.

REQUES11NG MODIFICATIONS TO YOUR
REGISTRATION CERTIFICATE

CHANGES

PROMPTLY

To request a c/1ange to your reglslared narne, address, the drug
lChedule or the drug codas you handle, plllllSll

1. visit our web site at deldlveralon.usdol.gov • or
2. call our customer $ervtce Center at 1.(800} 882·9539 .or
3. submit your CI1ange(S)In wriling to:

Drug enforoement Admlnlslrlltlon
P.O. Box 28083
WMlllngton, DC 20083

Sse TItle 21 Code of Fl!ldeflll Reguletions, Sec~on 1301.51
for complete Instructions.



Procurement Services
1601 W. Jefferson, M/C 55302
Phoenix, AZ 850D7
(602) 642·1172
Fax: (602) 364·3780

Fax
To: Matt Alavi

Dream Pharma, LTd

Companyl
176 Horn Lane

Institution:

Acton, London W3 6PJ

Fax: 44208-992-7001

Phone: 44-208-992-7000

From:

Pages:

Date:

Re:

Karen Ingram, Contracts Manager

1

9/23/10

Urgent Order USA

o Urgent 0 For Review 0 Please Comment 0 Please Reply 0 Please Recycle

• 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:

(pounds Sterling)

1. THIOPENTAL INJECTION (powder for reconstitution, thiopental sodium, 500-
mg vial packs of 251s)

Item Cost: 1(.•..·.
Quantity: .

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

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

telephone. Please contact me for additional

tJ.V~.-..<;..~~,.V(

(PO a _. '3 ~<t .• 23

Payment for this order will be by credit c
information.



Printable DEA Certificate Page 1 of 1

• CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE
DEA REGISTRATION THIS REGISTRATION FEE
NUMBER" .El$~'~~,. PAID

UNITED STATES DEPARTMENT OF JUSTICE
DRUG ENFORCEMENT ADMINISTRATION

WASHINGTON, O.C, 20537

This registration Is only for use at Federal or State Institutions,

ARIZONA STATEPBI~q~~FLQR:~Nq,~;::t:;~RSONA.,
WARDEN
1305 BUTTE AVE.
P.O. BOX 629 .
FLORENCE, AZ 852320000

Sections 304 and 1008 (21 U.S.C. 824 and 958) of the Controlled
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,

, ,'j. " -~; "
,'<' i \. ? ~'

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

CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE

DRUG ENFORCEMENT ADMINISTRATION
WASHINGTON. D.C, 20537

08·25·2010

DATE ISSUED

Exempt

FEE
PAID

BUSINESS ACTIVITY

06-30-2013

THIS REGISTRATION
EXPIRES

HOSPITAUCLINIC

SCHEDULES

OEA REGISTRATION
NUMBER

2,2N,3

3N,4,5

ARIZONA STATE PRISON· FLORENCE, CARSON A.,
WARDEN
1305 BUTTE AVE.
P.O. BOX 629
FLORENCE, AZ 85232 0000

IFA2203571

https:llwww.deadiversion.usdoj.gov/webforms/dupeCertPrintCert.do 9/2412010



DEPARTMENT OF HEALTH AND HUMAN SERVICE

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

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 of vial
packets, each vial containing 500 mg ofThiopental 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 oflethal injection. FDA has not reviewed the products in this shipment to
determine their identity, safety, effectiveness, purity or any other characteristics.

Sincerely,

~~K.;icW~
Patricia K. Schafe~ j­
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

<

Current Status..........L.i~.~ ..~<:..?/~'?~ ~r.()~~.c:t..'?~~.c.~i.P..ti~rl........... . 9~.Clrlt.ity. .

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

Carrier:
Date Received:
Arrival Date: June 28, 2010

Filer of Record: FEDEX Trade Networks Transport and Brokerage, Memphis, TN 38125
Consignee: I·· ." ". . '. ". ..' (bH4r';;" .......:

Summary of Current Status of Individual Lines

COMMERCIAL ENTRY CLOSED

* 001/001 688760417429ITHIOPENTAL 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
Line ACS/FDA

001/001
..............P.r~~lJ~t[)~~~~ip~i.().n.. .. . .

688760417429/THIOPENTAL
500MG

(504) 219-8818 ext. 104
(504) 219·8813 (FAX)
REBECCA.ASENTE@FDAHHS.GOV

Rebecca A. Asente, Compliance Officer
(Region/District)
U.S. Food and Drug Administration
6600 Plaza Drive, Suite 400
New Orleans, LA 70127

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



Notice of FDA Action
Entry Number: 112-7818637-8

Notice Number 3
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

> <

Port of Entry: Memphis, TN
Carrier:
Date Received: June 28, 2010
Arrival Date: June 28, 2010

Filer of Record: FEDEX Trade Networks Transport and BrokeraQe, Memphis, TN 38125
Importer of Record:";, ,< < .. ;\. ," (J>H4)', o' 000"

HOLD DESIGNATED

Summary of Current Status of Individual Lines

6887604174291THIOPENTAL 500MG001/001

Line~r:;.~.'~!?~. Product .l:>El~~r.i.p..t~~.~ 9.lJ.a..':lt.i.t~ ~.~r..r'3.~.t.~.ta..~lJ.~ .

Detained 07-15-2010•

•=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.

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

001/001

.FJr.c:>~.lJ~tp~~~.ript.i()n. .

688760417429ITH lOPENTAL

. ~~.s.p..().~~ .8..¥- .
August 4, 2010



Notice of FDA Action
Entry Number: 112-7818637-8

• •
Notice Number 2
Page: 2

(504) 219·8818 ext. 104
(504) 219-8813 (FAX)
REBECCAASENTE@FDA.HHS.GOV

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 5100). or a notice or other information
respecting it was not provided as required by section 5100) or 51 O(k). Mfr not Listed or Registered with FDA.

Please direct your response to:

Rebecca A. Asente, Compliance Officer
(Region/District)
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



!pikes, Michael

From:
Sent:
To:
Cc:
SUbject:

Hi Michael,

Asente, Rebecca
Wednesday, June 30, 2010 3:23 PM
Spikes, Michael
Schafer, Patricia
Import Entries Update 2nd for Today

These are the last of the entries I received via Mark yesterday.

Released:
~._ f

Created an LEX for:
1127818637-8 "

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

Now, I will start working on the DTRs you just sent me today. I will send future updates to "reply
all" from the emails you send withe 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 Gonf'dential, 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.



•• 'f "DEPARTMENT OF THE TREASURY
UNITED STIU"ES CUSTOMS SERVICE

" F«m ~pl'lMld

OMS No. 1516-001lll

t. ARRIVAL DATE

062810
5. PORT

2095

15. VESSEL CODEINAME

TEL:

ENTRYIIMMEDIATE DELIVERY

2. ELE'C'TED ENTRY DATE 3. ENTRY TYPE CODEINAME .

11
&. SINGLE TRANS. BOND

8. CONSIGNEE NUMBER

AME/ADDRESS

(b)'(4)

ABI CERTIFIED

AIR EXPRESS

4. ENl'JIY NUMBER

112-7818637-8

I&. u.s. PORT OF UNLAOING

2095
:Ill. DESCRIPTION OF MERCHANDISE

17. MANIFEST NUMBER la 13.0. NUMBER 19. TOTAL VALUE

25- COUNTRY 2&. MANUFACTURER 10.
OF ORIGIN

21.

M
H

TOTAL
02358388481
688760417429

GB BDREPHA176LON

DELIVERY
AUTHORIZED:

'0. CERTIFICATION

I hereby make appli~lon for entry/immedlate delivery. I cartlly that the above
Information Is accural8, the bond /8 suffiCient. valid. and current. and that all
requlremen18 of 19 CFR Part 142 hava been met.

o
2& CUSTOMS USE ONLY

OTHER AGENCY ACTION REQUIRED, NAMELY:

CUSTOMS EXAMINATION REQUIRED.

ENTRY REJECTED. BECAUSE:

S'GNIJURE DRE

PlIperwark Reduction Act Notice: Thle Information I. needed to determine the admIssibility 01 Importalnto the United States and to provide the naceseary
Information for the examInation of the celllo end to estabUah the IleblUty for PlYment of dutl.s end tu... 'J')ur respon•• Is nece_ry.

06/28/10 19:45:47 ~~J~ol ,Btl IL( (D CuatoniaForm3461 (010189) .



Dream Pharma Ltd.

Invoice Details
Number: 25831NV.

VAT no:
Purchase Order:

Order Details

176 Hom lane, Acton, london, W3 6PJ
Tel: 020 8992 7000 Fax: 020 8992 7001
E-Mail: info@dreampharma.com

Date: 24-06-2010

Currency: GBP - Pounds sterling
Heading: PHARMACEUTICALS

Name/Descri tion
Thiopental 'njectlon • powder for reconstitution, thiopental sodium, 500­
mg vial packs of 25's

Batch No: AS3393 EXP: 02114

Admin fee for orders below £250

Discount (%):

oelivery:~b) (4)

Insurance:~b) (4)

Goods Totadb){4)'---------~-:::S~ub:-.:tO:.-:ta:;:-v,:bJ(~J

VAT (World zero):~b)~~~

PrevioUS Balance~P)(11

Total: (~1,,{4)GBP. Pounds sterling

Pa ment Method: Pre ayment Thank You

Shipping Details

Tari
Declarations:
We certify that this inVoice is true and correct

Gross Weight(K
Net Wei
Carrier:

Damage, shol1age 01 leakage must be notified In writing 10 ourselves w~hin 3 deya. Non-Oellvery withIn 14 days. GOOds remain the property of OAIam
Pharm~ Lid. Until lUll payment Ills been received. SUliject to our standard condltJona of sale. E&OE .

Company Registration Number'""(b) (1f) . oIAT No. :.:l:iQ~~L~
Director: M. Alavi

Page 1 of 1



ENTRY NUMBER: :1.12}e18§~7 8
AWB/BL NBR \y>·.·~.t»(4~!>Y\( INVOICE :II:

LINE CONSOLo WORKSHEET

PAGE: 1
06/28/2010

07:49 PM

ITEMS MARKED
TARIFF :II:
QTY 1: (~f<4)

** 1

1 C/O- GB
(b) (4)

LINE VALUE- GBP

**

****

*** END OF REPORT ***



ENTRY NUMBER: 112 7818637 8
AWB/BL NBR : f >:;!i(bl><~' INVOICE :11=

SHIPPER : DREAM PHARMA LTD
ITEM MARKED REFERENCE

PAGE: 1
06/28/2010

07:49 PM

INVOICE ITEM
LINE:II= MARK

TARIFF
NUMBER

COUNTRY
OF ORIG. RATE OF DUTY

VALUE-GBP

1 1 GB
Q:

*** END OF REPORT ***



CClNP Dream Pharm' Lid,

A1lDl 178 Hom Lane

ADD:!

CITY ACT~,LO~N

ST1f'V CNTRY GB l'O!:T"1. W38PJ

nl:r Ph8nn.ceutlcel. Not Restricted

(b) (4r"Manifest report

.~.

I'KGS WtlGHT K/I. K DIN WEIGHT K/I. K

Deec PHARMACEUTICALS NOT RESTRICTED
COIl ctJST VAl.
G8 o

&,'U' lIT IlXP LTC



ATT: ALAN A. ADAMS
WILSONS PHARMACY
1142 MAIN STREET
FOREST PARK
FOREST PARK

G

NAME
COMP
ADD1
ADD2
CITY
TI

NEW INTERNATIONAL AIRBILL ENTRY

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

P N Y PO

PKGS K/L WEIGHT COM CURR CARR VAL CUSTOMS VAL EX LIC HDLG UNITS
~'''') K (f:iJi(4) GB UKL

DESC: PHARMACEUTICALS NOT RESTRICTED
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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:
Carrier:
Date Received:
Arrival Date:

Filer of Record:
Consignee:

2095, FedEx - Memphis, Memphis, TN

September 20,2010
September 17, 2010

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

@ :: Consignee ID

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

Summary of Current Status of Individual Lines

Current Status

Released after Detention 09­
27-2010

Quantity......................

688760418241ITHIOPENTAL
SODIUM

Product Description
........................... .

COMMERCIAL ENTRY CLOSED

Line ACS/FDA

001/001

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 fol/owing 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:

...~Elspo~~I3Y ..

November 1, 2010688760418241ITHIOPENTAl
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/p written

Line ACS/FDA

001/001



,

''TABS: " , , .. " "
DEPARTMENT OF THE TREASURY

UNITED STATES CUSTOMS SERVICE
Form AP..-d

OMS No. 1515-0089

ENTRY/IMMEDIATE DELIVERY ASI CERTIFIED

TEL:

AIR EXPRESS

.19 CFA 142..3. 142..18, 1~.22, 142.24.

2. ELECT"ED ENTRY DATE 3. ENTRY TYPE CODE/NAME1. ARRIVAl. DATE

091710
S. PORT e. SINGLE mAN$. BOND

11
7. BROKEAI1MPORTEA FILE NUMBER

4. ENTRY NUMBER

112-8992979-0

10. UL1IMATE CONSIGNEE NAME

ARKANSAS DEPARTMENT OF C
11. IMPORTER OF RECORD NAME.

AME/ADDRESS
e. CONSIGNEE NUMBER

2095

18. u.s. PORT OF UNLAOING

2095
20. DESCRll'l10N OF MERCHANDISE

17. MANIFEST NUMBER 18. G.o. NUMBER

21. ITIBUP1N9 22.
CODE

M
H

TOTAL
02358486234
688760418241

28. MANUFACtURER 10.

BDREPHA176LON

'0. CERTIFICATION 28. CUSTOMS USE ONLY

I hereby make appllcallon for entryflmmedlele delivery. I certify thaI the above 0 OTHER AGENCY ACTION REQUIRED, NAMELY:
Information la accurate, the bond " aUfflclent, valid, and CUrRlnt, and IhaI all
requlrementa of 19 CFR Part 142 have been met.

REOF T

o CUS10MS EXAMINATION REQUIRED•
.....:.....:~~~..;,:;;..........~ ...J::..~::.::...~=--_---I

------:~~~:....:..:..:.....:..:.;:..:::~:..=..;..;.;.;..;=~~.:;..-----I 0 ENTRY REJECTED, BECAUSE:

DELIVERY
AUTHORIZED:

SIGNATURE

Plperwork Aeduellon Acl Nollee: Thl, 'nformellon I, needed 10 determIne the adml"lblllty of Import' Into the UnIted St.tn end to provld. the nece_ry
Inform.tIon for the ...mln.llon of the cergo .nd to ntebllah th. lIeblllty for peyment of dutl...nd taxa•. 'bur Napon.e " n...a.ry.

09/20/10 17: 50: 54 ~ Custom' Form 3461 (010189)

----------------- ---.--



'Dream Pharma Ltd.

Invoice Details
Number: 26681NV

Address:
Arkansas Department of Correction
Central Administration Office
6814 Princeton Pike
Pine Bluff. AR 71602·9411
Fedex:4512·1458~

Tel: 870-550· 7307

VAT no:
Purchase Order:

Order Details

176 Horn Lane. Acto:!. London. W36PJ
Tef 020 8992 7000 Fax: 020 8992 7001
E·Mail: info@dreampharma.com

Date: 17·09·20~0

Delivery Address:
Arkansas Department of Correction
Att: Wendy Kelley. Deputy Director
central Administration Office
6814 Princeton Pike
Pine Bluff, AR 71602·9411
Fedex: 4512-1458-6
870·550 - 7307
Currency: GBP • Pounds sterling
Heading: PHARMAC~UTICALSNOT RESTRICTED

Name/Descn tion
Thiopental Injection , powder for reconstitution, thiopental sodium, 500·
mg vIal packs of 25's

Batch No: AW6022 EXP: 05/14

Statement Details

'~1
I

I
I

Discount

Delivery({b) (4)

Insurance:

~plng Details

i Subtotal:~
I

VAT (World Zero)j(b}(4)

: Previous Batance:L

. Total: Kb)(4) GBP - Pounds sterling

Pa ment Method: Pre a ment Thank You

Packing:
one box
Tariff:~f:~f{b);, 41'·-----------+-==-;-~
DeClarations:
We certify that this invoice is true and correct.

Demege. short.ge or leakage musl be notified in writing to ourselvea within 3 days. Non·Del;ve~ within 14 days. Goods remain Ihe property oi Dream
Phsrma Ltd. ;.Jntil fUll payment haa been receil/9O'. Subject 10 our standard conditions of s"e. E&OE

Company Registration NumberJJl»)f·l(4) VAT
Director: M, Alavi

Page 1of 1



PAGE: 1
09/20/2010

05:55 PM

ITEMS MARKED
TARIFF #
QTY 1: KG

** **

LINE VALUE- GBP

590.25

590.25

*** END OF REPORT ***

**** 590.25



ENTRY NUMBER: :q.~8~~2~1~ 0
AWB/BL NBR : lL.·;:f;r.·:(m~t~)·c:.·< INVOICE #
SHIPPER : DREAM PHARMA LTD

ITEM MARKED REFERENCE

PAGE: 1
09/20/2010

05:55 PM

INVOICE ITEM
LINE# MARK

TARIFF
NUMBER

COUNTRY
OF ORIG. RATE OF DUTY

VALUE-GBP

1 1 GB
Q: l(bl(~15KG

590.25

*** END OF REPORT ***
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Thiopental injection

~-20i0 12:37 From: To

~ Tbiopen",llnj«:t1on. el«lTOnic "".didne, Compendium (oMe)· prinl frijSIY

Archimedes Pharma UK Ltd ~
250 South oak Way, Green ParK, Reading, RG2 6UG,
UK
TelephOne: +4M (0)118 931 5050
FalC: +414 (0)118 931 5056
WWWl bttpj/lwww,archlmede:iQhlmIO,CQfD
Befcwe you contact thl. complny: ofl:en several
companies will market medicines with tho same active
ingredient. Please ~eck that this Is the correct
company before contacting them,~

Summary of Product Characteristics last updated on the eMC: 05/05/2004

1. NAM! OF THE MEDICINAL PRODUc;T
l'hlopentallnjae:tlon BP

:1. QUAUTATJVE ANO QUANTlTATlV! COMPOSITION
Thiopental Sodium BP SOOmg

3. PHARMACEUTICAL FORM
""ooze-drled powder tor solution for Injection In a villi.

4. CUNICAL PARTICULARS

4.1 Ther.peucllllncllc8c1on.
1. Yhlopef'lt.f IS usoa for tho Induction of gonenll onllQ6thGSlili ilI.,d Is ilIlso Ullod liS lin~ to prOvide
hypnosis dunn; belclnce<l Dneestnesla wIth other anaesthetic agents, IncludInG analgesIcs tond musd4l
relaxants.

2. Thiopental Is elso used as en~ tor t:ontrol of convullilve disorders ot various aetJology, fndudlng thon
QuSed by local IIn01011thoties.

3, ,",Iopontal hall now been used to re4uCO the IntracranIal pressure In piltlents with Increased Intracnlnlal
pressure, It controlled ventlilltion Is provided,

4.2 P~loayand mothOd of admlnbltraUon

Intravonous Inllctlon.

'nllopental Jnjectlon BP 1$ odmlnlflcorlad Intravenously normally IS a 2,S% w/v (500mg In 20ml) solutIon. On
occasions It may bo admInIstered as a $% wlv solution (500"'il In 10ml).

The In~vGlnous Injection preparation shOUld bo use<! after roconstltutlon of the SCel1l. powder with Wiltor tor
InJeetJons, usually to producct D 2,S% w/v .olutlon .nCl thl, should be discarded after loven hOIl....

Normal dosage ror tho Induction 0' anaesthesia Is lOOmll to 150mg injected over 10 to 15 seconds, It
nocessery II ropoat dose 0' 100mg to tSOmg mav bo given after one mlnuto. No "xod dosage
recommendations for the Intravenous InjectiOn can bo given, slneo ttlo do,~g. will nGod to be Qrel'uUv
adjusted according to tho patlont's rosponse. Factors .uch .s age, selC, ancr weight 0' the plltlenc should be
take" Into conslderatfon. Thiopental sodium reaches e"ectlve eoncentnltlons In the br21ln wlttlln 30 seconds
2lnd Ilnllesthes'~ Is normally produced within ono minute of an IntrDvenous dose.

http://www.".cdicinu.org. uklEMC/printfriendlydoeument,aspx?documentid-14338&c:omp.., 20-09-10

,
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Thiopental injection. eh:ctronic Medidne.~ Compendium (eMC) - print: friendly

Adult

100m; to 150m" Intravenously over 10 to 15 seconds, normally as a 2.5% w/v solution.

P.c"q
'PaS!: 2 Clf4

A repeat do.e or 100mg to lS0mg may be given IIlter one minute.

The IntrJvonou.lnJlletlon should be given slowlY and the II mounts given titrllted against the patient's response
to minimise the risk ot respiratory depression or the possibility of overdosage. ThG average dose tor In Ildult
or 70kg Is roughly 200mg to 300mg (8mls to 12mJs or II 2.5'Vo w/ll solution) with D maximum 01' SOOmg.

t:lrlldl'fJll

2 co 'mg/kg bodywelgt'tt, Intravenously over 10 to 15 seconds, normally as II 2.5% wlv solutIon. A repeac
dose of 2 to 'mg/kg may be given alter one minute. The dose Is 2 to 'mg/kg bLlsed on the patient's responso.
The dose for c:hiIdren ihould not Ixceed 7mg/kg.

Smiller adult doses ora lldvlsablo.

75mg to 125mg (3mls to Smls or a 2.5% w/v solution) should be oIlien llS soon liS possible atter the
c:onvulslon begins. Further doses may be required to control c:onvulsions following the use ot a local
illnillesthCldc. Other regimens, such as the use ot Intravenous or rectal diazepam, may be used to control
c:onvulslve states.

IntermIttent botuslnJee:tlons of 1.5 to 3m;lkg ot bodywelght may be glllon to reduc:e elevations ot Intracranl.1
p,e5Suro If controlled lIentilation Is provided.

4.3 Contraindication_
Thiopcantlliis contraindIcated In rosplratory obstI'uC:Clon, llcute illsthma, severe shock and dystrophlill
myotonlcll. Admlnistratlon or any barbiturate Is contraindicated In porphyria.

Care should also be elCorc:lsC!d wlltl severe cardlOvasculer dlleales. sovore ruplratory diseases and
hypertonslon Dr lIarlous aetiology.

Patients with hypel'$4n.,ltllllty rOll=tons to bDrblturates.

4.4 Spech,) wDmlnQ_ and precaution. for usa

Speclll CDr. Is needed In edmlnlsterfng thlopenral to DlItlents with the follOwing condltlons:- hvpovolaemla•
•evere haemorrhage, burns, dehydr1ltlon, 5evere a'Il14lmla, c:ardlovucular disease, status asthmctlcus, severe
IIvor disease, mvasthenla gravis illnd muscular dystrophies, adrenoc:ortic:.,lnsurtlclenc;y (even when c:ontrollCld
by cortisone), eachelda and sevtre tOlCaomll, relsed Intracranial pressure, raised blood urea, reused plasma
pot'.llsslum, metabolic: disorders e.g. thyrotoxicosis, mylCoedema, diabetes.

Thiopental may preCipitate i1cute drculatory tenure In patients wIth cardiovascular disease, partlculal1y
constrictive pllrlcardftls.

Thiopental can Clluse respiratory depressIon and a reduction In (trdlac olltllut.

Headache IS also reported With the use or b;1l1)ltUrDte anaesthetics.

Reduced Closes :Ire recommended In shock, dehydration. sevoro nnaemla, hvperkalaemla. tOlCaem'a,
myxoedeml or other metillbolic disorder•• Thlopentll sodium Is metabolised primarily by the liver so doses
should be rodueed In patients with hepatic; impaIrment. Reduced doses are IIlso Indicated In the oldllrly Ind In

http://www, modicincs.org.\lklEMClprintfrlendlydocumcnt.t1spx?documentid- t4338&comp... 20-09-10
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Thiopent81lnjection. electronic- Medicin~li Compendium (eMC) - print friendly

patients who have been premedleated with narcode Ilnalge5lcs.

P.3"4
Page J of4

Thiopental nas been snown to IntGraet with llulphaturazole. Reduced Initial doses may bo required to achieve
aClequatca an"OIiChes". but repeat dO$et may also be necessllry to maintain anaesthesia.

Increased d05l1S mllY be necusllry in patients who have e1thor In habituatIon or llddletlon to alcohol or drugs
or abuse. Under these drcumstances It Is recommendod that supplementary analgesic agents are used.

AcddGntal Intra-arterial injectIon or thiopental Cluses severe arterial spasm and lin Intense burning pain
around the InJecnon tlte. In the case ot DccldGntallntnl-orterlallnJec:t1on ot thlopontal the needle should be
lert In-L!iltu so that an Injection or on antispasmodic. sucn as papaverine or prllocalne hydrochloride may be
given. Anticoagulant therapy may also be ,started to reduce the rlsle or thrombosIs.

Thiopental Injection 6hould be uS4d Witi'! Qutlon In petlents wIth edrenocortlcal I"sufflclency or with raised
Intracranial preuure.

4.5lntoraCltlon with othe, modlclnol product. and other farms af Intoractlon
Thiopental has been shown to Interact with sulphefurazol8,

It should be noted thee thiopental will Interact with beta-blodcers lind calcium antagonists CAusing e filII In
blood pre&sur••

The sed.tlve properties of antlpsvehoclcs and anxlolvtlcs mllY be potentillted by thIopental.

4.8 Pregnancy and lactation
Thiopental readily crosses tne placental barrier and also appears In breast milk. Thl!refore. breast-reeding
should be temporllrlly suspended or breast milk expressed before the Induction of en.~thesla. It hllS beon
shown that thiopental can be used without adversa effects during pregnanev although tne total dose should
not exceed 250mg. Howev,r, when considering use of thiopental the c1lnldlln should only use the drug whl!n
the expected benefits outweigh any potQntlal rl6ks.

4.7 Elftecb on ability to drive Ind u•• mlcflln••
Post·oper;,tlvo vertigo, dlsorlantlltlon lind sedation may be prolonged ond out-patients gIven thiopental should
therefore be advised not to drive or USq machinery. espedally wlttlln tM first 24 to 36 hou~.

4.8 UndHlrablo .".eu
Laryngelll spllsm may occur, together with coughing or sneezing. during the Induction procedure. For this
reason It Is not advised to USQ thlopentol alonl! tor pcrorcl endoscopy.

&xtravasedon e6uses loc:al tissue necroSIS and severe pain. TtlI, can be relieved by application or an Ice pack
and local InJection or hydrocortisone. The Scv. w/v solution IS hypertonic and may cause pain on Injection ind
thrllmbophIObltl~.

Allarglc reactions, slcln reactions and hypersensitivity have been rarely reported.

Bronchospasm, rasplrlltory depression and myoardlal depression or cardiac arrhythmias may occur.

4" Overdose
OverClosago produces acute respIratory depressIon, hypotenSion, circulatory failure anCl apnoea. Treltment
must be artltlclal vent:llatlon. lowarln" or the patient's head and Infusion or plasma volume expanderl.

5. PHARMACOLOGICAL PROPERTIeS

5.1 Ph.rmDcodyn8mlc propertlos

Thiopental Is a shon:·actlng subStituted bllr1»lturllte that 15 more lipid soluble than other groups of barbiturates.
The drug revel'5lbly dapre6ses the activity of all excitable Cl.sues. Tho eNS Is pllrtlcularly sensitive and
normally a general anaesthesia can be achieved with thiopental without Significant effects on porlpheral
tiSSUes.

hUp:llwww.medicines.ors .uklEMClprintfriondlydocumenl.aspx?doc.umentid"'14338&:comp... 20-09-10
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Thiopental acts thrOlJvh the CNS with particular acElvlty In the mesencephalic retfcular actlvlltlng system, Thea
b4J1)ltul1l~flll exert dl"c~nt ."ects on Iynllptlc transmission, mostly those dependent Oil GA8A. Autonomic
91l"9111 of the perlpherel nervous system are also depressed.

11.:1 Phlllrmacolclne1:lc: p"Dportl••
FollOWing Intravenous admlnfstTlltlon, uncons,lousncss occurs withIn 30 seconds and will be contlnued for 20
to 30 minutes O1tter a 51nglo dose. Rapid uptako occurs to most vascular areas or the brain followed by
redIstribution Into other tissues.

Thiopental Is strongly bound to plasma protein, whIch Impairs excretion through dle Iddnoy. Tho metabOlites
ara usually Inact/ve and 21re then excreted. Thiopental, therefore, whilst having a ~hort duration or action, may
have a long ellmlnl:l~lon phase.

5.3 ProcU"'c.I ,,'oty dllta
There are no pre-dlnlcal datil of relevance to the prescrlber which are additional to that Illrclldy Indueled In
otner sections or the SumMDry or Product C"araererlstfcs.

6. PHARMACEUTICAL PARTICULARS

••1 U~ 0' eXClplents
None

,

15.2Incompetlbllltles
Solutions or ttllopentallnJectlon have it pH or 10 to 11 and are strongly alkaline In oreter to maintaIn smblJlty.
Solutlons ore InCompatible with acid, aCidic IIIlts and solutions such as pethidine, MorphIne and promethll~'ne

fU ShOlf lifo
48 months.

6.4 Special precautlonll far &to....o

Do not store Dbove ZSoC. Store reconstituted SOlution between 2°C to eoe In lin upright position and UH
wIthin' hour•. Use once rollowlng reconstitution and discard any reslQue•

•.1 N.CUN and contenu or c:o"tall\er

20ml Type ur dear glass vials wltn 20mm bromVlbutyl caoutchouc sllfconlsod rubbQr clOSures.

Pack site: 2S viall per pack.

6.6 Special precautfon. for d'.posal and ot"... handllnll
Not applicable.

7. MARKeTING AUTHORISAnON HOLDER
unk Pl'Iatmillcoutlcals Limited, BIshOPS We8ld House, Albion Way, Horshllm, WeSt SusselC Rti12 lAH, UK

B. MARKEnNG AUTHORlSAnON NUMBBR(S)
PI. 120406/0014

9. DATB OF FIRST AUTHORISATION/RENEWAL OF THE AUTHOAISAnON
5 April 1999

10. DATE OP REVISION OF THE TEXT
January 2003

11. Legal Category
PO",

hUp:l/www.medicim:s.ora,uIclEMCJprintfriendlydocument.ospx?documcntid-1433 8&comp... 20.09.10



(0)(4)' Manifest report

ca·ll' Dream Pharma LId.

r~lri\ 176 Hom Lane

CI:Y ACTON. LONDON
Sf/f·," ClIl'f\Y GB PC·..;jA.. W36PJ

R~" PharmaceU1iCOl~ Not Restricled
1")141

I'i\:'::f" O:N ;\::iGiI';

~o;;p Arkansas Departmenl 01 Correction

..:Jill Central Administration Office

"[l~~ 68I4 Princeton Pike

CI T', PINE BLUFF
S-:""! AR C;:!"~'I' US P'~S"';;. 71602

(b) (4)

PIg.



NAME MATT ALAVI
COMP DREAM PHARMA LTD.
ADD1 176 HORN LANE
ADD2
CITY ACTON, LONDON
ST/PV CNTRY GB POSTAL W36PJ
REF

~b) (~) _ _ _ _ _ _ _ _ _ _

NEW INTERNATIONAL AIRBILL ENTRY ENT# 112-8992979-0
FTDT 17SEP10 BCH MTR CLC CHKR AB OF
DOC/NC N CO CONT BAG

RECIPIENT PH (870)550-7307
NAME ATT: WENDY KELLY, DEPUTY DIRECTO
COMP ARKANSAS DEPARTMENT OF CORRECTIO
ADD1 CENTRAL ADMINISTRATION OFFICE
ADD2 6814 PRINCETON PIKE
CITY PINE BLUFF
ST/PV AR CNTRY US POSTAL 71602

LOCATION MEM
FLT/TRl< FX001
ROUTE FX001

P~g~) KfL WKtl)li'f cg: C~ CARR VAL CUST~i~~~_~~ EX LIC HDLG UNITS

DESC: PHARMACEUTICALS NOT RESTRICTED
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Arkansas Department of Correction

FAX COVER SHEET

Wendy Kelley
Deputy Director of Health &

Correctional Programs
P.O. Box 8707

Pine Bluff. Arkansas 7161 1·8707
Phone: (870) 267·6361

Fax: (B70) 267·6363
WENDY.Keu,EY@AAKANSAS.GOv

# t/ 3'

SEND TO: _1.A:~' ~~~.y1'\.

FAX#: 90/· :353· 35'79

FROM:

DATE: 9·,;1 7.10

ITOTAL ~~~ (INCLUDING COYE.~t_.~~ ----I

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 InformaUon. 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 not use, disclose, distribute, copy. print or rely on
this facsimile. You are notlfled that the document(s) provided may contain health information that Is
legally privileged. confidential and protected by law from disclosure. Copying or distributing this
informallon except as required for the direct care and treatment of the designated patient. without the
express authorization of the Arkansas Department of Correction, Office of the Administrator of Mentar
Health or Medical Services, Is prohibited.

An EquAl Oppotfunlty limployu_
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Arkansas Department of Correction

September 10, 2010

Dream Phanna ltd.
ATTN: Matt Alavi
176 Horn Lane
Action, london W3 6PJ

SUBJECT: ThiopentallnjectJon Purchase

Dear Mr. Alavi,

Wendy Kelley
Deputy Director of Health &

Correctional Programs
P.O. Box 8707

Pine Bluff, Arkansas 7161 1·8707
Phone: (870) 267-6361

Fax: (870) 267·6363
WENDY,L.KeLlE'I'@ARKANSAS.aov

The Arkansas Department of Corrections (GDC) uses Thiopental Injection to
carry out Capital Punishment in Arkansas. In accordance Arkansas State Law,
A.C.A. § 5-4-617, "The sentence of death is to be carried out by intravenous
Ieth~1 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 soJution." 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 Deparbnent 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
Quanti

Quantity Price
es

Total

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

An Equal Opportunity Employer

590.25 GBP
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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: 870-660-7307

United States Drug Enforcement Agency Number (DEA): FA1835199

Our Federal Express account

I understand the expiration date of the chemical currently available Is February
2014. I can be reached by telephone at 001-870-650-7307 or bye-mall:
wendy.kelrey@arkans8s.gov

Sincerely,

~~
Deputy Director for Health & Correctional Programs
Arkansas Department of Corrections



.!!:2Pagnier, Timothy

From:
Sent:
To:
Cc:

SUbject:

Greta:

Thomas, David
Monday, September 27,20102:23 PM
Budweg, Greta L; Halpenny, Susan M
Dixon, Ruth P; Chan, Hoi-May (CBER); Samaan, Marian; Chung, Phap; Cowels, Allyson;
Strickland, Evanguel; Solis, Daniel; 'DEAN, MICHAEL K'
RE: Lethal Injection Pharmacology

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.budweg@fda.hhs.gov

-----Original Message----­
From: Halpenny, Susan M
Sent: Monday, September 27, 2010 12:44 PM
To: Thomas, David
Cc: Dixon, Ruth Pi 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 Supervisorsi 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.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
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

5
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DEPARTMENT OF THE TREASURY
UNITED 8TATES CUsroMS SEFMCe

ENTRY/IMMEDIATE DELIVERY ASI CERTIFIED

l. ARIWAI. DATE

100610

TEL:

2.. El.ECl£D ENTAV DATE 3. ENTRY TYPE CO~NAME

11

AIR EXPRESS

•• eNTRY NUMBER

112-9247186-3
is. I'OlIf

2095

III. u.s. PORT O~ UNlACING

2095
~a. DOSeR/PTrON O~ MERCHANDISE

a CO~II,lNEE HIJMIIER

17. MANIFCST NUMBER

7. BROKEIlIlloIPOfmiR FILE NUIlIBER

1& Go. NUMBER

M
H

NOT RESTRICTED

TOTAL
02358508380
688760418425

'Zl. CERTIFICATION

24. H.S. NUMBER 2Il. MANUF~RfR 10.

BDREPHA176LON

2& CUSTOMS USE ONLY
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DELIVERY
AUTHORIZED:

SIGNATURE
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Dream Pharma Ltd. H6 Horn Lane, Acton. London, W36PJ
Tel: 02089927000 Fax: 02089927001
E-Mail: info@dreamPharma.com

Invoice Details
Number: 26821NV Date: 06-10-2010

Delivery Address:

VAT no:
Pur<;hase Order:

Currency: GBP • Pounds sterling
Heading: PHARMACEUTICALS NOT RESTRICTED

Order Details

Name/Deserl tion
Thiopentaltn}ec.tlon , poWder for rec.onlltitution. thiopental SOdium, 5(10·
mg vial paclts or :25's

Balch No: AW6022 EXP: 05/14

Previous balance

Statement Details

Goods Total; SubtOla1:

Discount (%)~~) ~4l

Deliver(b}(4)
~,. . "/ ......"..,.; f

VAT (Wond Zero):

Previous B8Iance:lb~1,l~l

Insurance.(b))'4) 'Total:' (b) (4)' •GBP • Pounds Slerting

Pa menl MethOd: Pre a ent Thank You

Shipping Details

Packing:
one box
Tariff: ··.·(01(4)
DecJalalions:
We cenify lhallhis invoice is true and Correct.

Tel: 02Q..8992-7000
Fax: 020-8992-7001

Oll1\a1le, shonlge OllukBge mUll till notified in WlllilllJ 10 ours~es w~l\ln 3 days. loI~n-oelivery \¥ilhin ,,, 0111. Good. 'em,ln I/le II/DPelly of Ore• ..,
P~Brm. lid. Unlill\llJ pay..,tnl hn been ~celYed. SuIliIKoI 10 our 5Ianl'at~ condilions or SlIe. E&OE

Company Regislration Numbed(Q·~l'~F· VAT No.
Director: M. Alavi

Page 1of 1



ENTRY NUMBER: 112 9247186. 3
AWB/BL NBR : L: .(b) (4)· •• INVOICE *

LINE CONSOLo WORKSHEET

ITEMS MARKED
TARIFF *
QTY 1:

**

PAGE: 1
10/07/2010

05:38 PM

LINE VALUE- GBP

**

***.

*.* END OF REPORT *••



ENTRY NUMBER: 112 9247186 3
AWB/BL NBR 1 I (b) (4) . i, INVOICE #
SHIPPER : DREAM PHARMA LTD

ITEM MARKED REFERENCE

PAGE: 1
10/07/2010

05:38 PM

INVOICE ITEM
LINE# MARK

TARIFF
NUMBER

COUNTRY
OF ORIG. RATE OF DUTY

VALUE-GBP

1 1 GB
Q:

*** END OF REPORT ***
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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 River Rd
Columbia, SC 29210-4010

>

Port of Entry: 2095, FedEx - Memphis, Memphis, TN
Carrier: I ' ' ,.(b,H4}:,;c',;-"
Date Received: November 5, 2010
Arrival Date: November 5,2010

Filer of Record: FEDEX Trade Networks Transport and Brokerage, Memphis. TN 38125
Importer of Recordf'(;-, ;:(10, .1;> ,ltttl(4) c,," ';'ct'; ."";" ,,;:~g:;,

COMMERCIAL ENTRY CLOSED

Summary of Current Status of Individual Lines

'~."'- /
.--_.-~

, g~.a..~.~it>.' g~~~~~t..~~t.LJ~ .
001/001 688760418804ITHIOPENTAL

SODIUM
Released 01-06-2011

Line ACS/FDA....................

001/001

* =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

............~r.<?~~.<:~ .c>.~.s.<:.rlpt.i.()':l ..
688760418804ITH lOPENTAL
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)

(Reglon/Dlstnct) DENISE.DUNCAN@FDA.HHS.GOV



Notice of FDA Action
Entry Number: 112-9673446-4

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

LINES RELEASED

Notice Number: 2
Page: 2

001/001

(901) 333-3520
(901) 333-3579 (FAX)
DENISE.DUNCAN@FDAHHS.GOV

Line Aq~!F.l?.~ ~~().~l:'~~..l?.e.~~~p.~I.().n. ..
688760418804rrHIOPENTAL
SODIUM

Denise D. Duncan, Compliance Officer
(Region/District)
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: DOD



·TABS:
•

DEPARTMENT OF THE.TREASURY
UNITED STATES CUSlOMS SERVICE

Form~

OMS No. lG1G-Q06e

ENTRYIIMMEDIATE DELIVERY

4. ENTRY NUMBER

.18 eFA 14~.3. 142..18,. 14~.22. 142.24.

2. ElfCTED ENTRY DATE 3. ENTRY TYPE CODE/NAME

TEL:

1. ARRIVAL DATE

110510 11 112-9673446-4

10. Ul1lMATE CONSIGNEE NAME

KIRKLAND CORRECTIONAL IN

5. PORT

2095
6. SINGLE TRANS. BOND

8. CONSIGNEE NUMBER

AME/ADDRESS

Ie. V.s. PORT OF VNLADING 17. MANIFEST NUMBER 18. G.o. NUMBER 111. lOTAL VJt.LUE

2095 1034
20. DESCRIPTION OF MERCHANDISE

25. COVNTRY 211 MANUFACruRER 10.
OF ORIGIN

M
H

NOT RESTRICTED
23. MANIFEST

TOTAL
02358543833
688760418804

GB BDREPHA176LON

2:1. CERTIFICATION 28. CUSlOMS USE ONLY

I hereby make appllcallon for entTy/immedlate delivaI}'. I certify that the above D OTl-IER AGENCY ACTION REQUIRED, NAMELY:
Inlonnatlon Is accurate, the bond II sulflcfern. valid. and currenl, and that all
requirements of 19 CFR Part 142 have been met.

t..:~~21!!~~[t.2.L ~~~~!f~__J 0 CUSTOMS EXAMINATION REQUIRED.

------==..::.;.:.=.;,,;::;,,;,.::.:..:....:..;,;.;,;;;;.:..:~,,;;.,;.=.:.:.:..:.:.:.~-----I 0 ENTRY REJECTED, BECAUSE:

DELIVERY
AUTHORIZED:

SIGNATURE DATE

Pap.rwork Rllductlon Act Notice: Thl. Informatlon I. needed to detennlne the admllslbllhy of Import. Into the United St.te. and to provide the nee....1}'
Information for the eumlnatlon of the c:argo and to aatllbll.h the IlablUty for payment of dutl•••nd laXe.. 'tbur ....pon.. ,. neee•••ry.

11/05/10 20: 15; 51 ~ Customs Form 3461 (O1(189)
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Dream Pharma Ltd.

Invoice Details
Number: 27161NV

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 Details

176 Horn Lane. Acton, London, W36PJ
Tel: 020 8992 7000 Fax: 020 8992 7001
E-Mail: info@dreampharma.com

Date: 05·11·2010

Delivery Address:
South Carolina Department of Corrections
At!: 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

NamelDescri tion
Thiopentallnjeclion • powder for reconstitution, thiopental sodium, 500­
mg vial packs of 25's

Batch No: AW6022 EXP: 05114

Statement Details

GoOds Total:· lb , !.

Discount (%)(b) (4~

Deliver)(b) (4)1

Insurance:

Shipping Details

Packing:
one box
Tariff:;(b) (4)
Declarations:
We certify that this Invoice is true and correct.

Subtotal: (0).(4) I
VAT (World Zero);(b)~H)

Previous Balance(p)~{4)1

Total: USD - US Dollar

I Pa ent Method: Pre a ment Thank You

Damage. sllortage or leakage must be notified In writing to ourselves within 3 days. Non-Delivery within 14 days. GOOdS remain lI1e property of Dream
Pharma ltd. Until full payment Ilas been received. Subject 10 our standard condi~ons of sale. E&OE

Company Registration Number: . (0}'(.4), VAT
Director: M. Alavi

Page 1of 1



ENTRY NUMBER: ... 11~. 9673449 4
AWBiBL NBR :li'~i.'(b)"~J'l.)';; INVOICE #

LINE CONSOLo WORKSHEET

.~

I •

PAGE: 1
11/05/2010

08:19 PM

LINE VALUE- USDITEMS MARKED
TARIFF #
QTY 1:

** **

1,033.50

1,033.50

*** END OF REPORT ***

**** 1,033.50



ENTRY NUMBER: Itt.. 91:)7344:.9.4
AWB/BL NBR : It·:):·JJ r {b)!{4}.·.!··.r:)0.... INVOICE:jj:
SHIPPER : DREAM PHARMA LTD

ITEM MARKED REFERENCE

J •

PAGE: 1
11/05/2010

08:19 PM

INVOICE ITEM
LINE:jj: MARK

TARIFF
NUMBER

COUNTRY
OF ORIG. RATE OF DUTY

VALUE-USD

1 1 GB
Q:

*** END OF REPORT ***



L-(~b..!...)....l:.(4-,):....-~Mal1jfest report

~:tr "T 0:;.NQV·2010

:'f: 0208.992·7000

:;;~,! . John Solomon anti Ro~e Mayer

XI-: ' USCA

t:c·? Dream Pharma lid.

'\~'!11 • 76 Horn Lane

(,Q:oI? Soulh Carolina Departme'lt or COlree

,<.:1". Kirkland CcrrectionallnSli:ulion·

C,T'i ACTON, LONDON
~T:I''''' c••;?:)" OS F~:::;\:. W36PJ

c,1"1 COLUMBIA
ST':\.' SC (::;';.t",' 'JS i'r.S',';,:' 2921t'

'.!':? Pharmaceuticals Not Restricted

Di!S<: PHARMACEUTICALS NOT RES'<'R!CTED
:;:'0:\' :"IC

GB

K:~ K,:E1C:I'!'

.....



LOCATION MEM NEW INTERNATIONAL AIRBILL ENTRY

..

ENT# 112-9673446-4

COMP DREAM PHARMA LTD.
ADD1 176 HORN LANE
ADD2
CITY ACTON, LONDON
ST/PV CNTRY GB POSTAL W36PJ
REF

RECIPIENT PH (803)896-1995
JOHN SOLOMON AND ROSE MAYER

COMP SOUTH CAROLINA DEPARTMENT OF COR
ADD1 KIRKLAND CORRECTIONAL INSTITUTIO
ADD2 4344 BROAD RIVER ROAD
CITY COLUMBIA
ST/PV SC CNTRY US POSTAL 29210

PK~KkL Wi~~~bcg: cg~ CARR VAL CUST~~~1~~~ EX LIC HOLG UNITS
DESC: PHARMACEUTIC T RESTRICTED



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:
Date Received:
Arrival Date: November 5,2010

Filer of Record: FEDEX Trade Networks Tr",nc:r~nrt

Importer of Record: '1

HOLD DESIGNATED

Summary of Current Status of Individual Lines

Line ACSIFDA Product Description

001/001 688760418804ITHIOPENTAL
SODIUM

Quantity Current Status

Pending FDA Review 11­
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 :\SodiumThiopentaI\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. I will let contact you once I 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:SolomonJohn@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 :\SodiumThiopentaI\Emails\112-9673446-4Emails\RE Na Thiopental.htm 1113/2011
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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\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. I will let contact you once I 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:SolomonJohn@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, PhD., 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\112-9673446-4Emai1s\RENaThiopental.htm 1/13/2011
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From: Halpenny, Susan M
Sent: Wednesday, December 01,20102:35 PM
To: 'John Solomon'
Subject: RE: shipment delay FDA entry # 112967344464
Good afternoon,

I apologize for the delay but our Director of Import Operations has been in meetings this week on this subject, and
I have not received any word back as yet. I 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:SolomonJohn@doc.state.sc.us]
Sent: Wednesday, December 01, 2010 2:03 PM
To: Halpenny, Susan M
Subject: shipment delay FDA entry # 112967344464

Hello Susan,

I 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, PhD., 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: Halpenny, Susan M
Sent: Wednesday, December 01,20102:35 PM
To: 'John Solomon'
Subject: RE: shipment delay FDA entry # 112967344464
Good afternoon,

I apologize for the delay but our Director of Import Operations has been in meetings this week on this subject, and
I have not received any word back as yet. I 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:SolomonJohn@doc.state.sc.us]
Sent: Wednesday, December 01, 2010 2:03 PM
To: Halpenny, Susan M
Subject: shipment delay FDA entry # 112967344464

Hello Susan,

I 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:/IU:\SodiumThiopentaI\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 07,20107:14 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 I 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, PhD., 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:/IU :\SodiumThiopentaI\Emails\112-9673446-4Emails\c1earance delay.htm 1113/2011
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From: Halpenny, Susan M
Sent: Thursday, December 09,20101:38 PM
To: 'John Solomon'
Subject: RE: status
Good day Dr. Solomon,

I 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. I 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:SolomonJohn@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\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.btm 1/13/2011
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From: John Solomon [Solomon.John@doc.state.sc.us]
Sent: Monday, December 20,20109:29 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,

I 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:SolomonJohn@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 :\SodiumThiopentaI\Emails\112-9673446-4Emails\RE Delay of Shipment.htm 1/13/2011
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:l ~a. -'f- DEPARTMENT OF HEALTH AND HUMAN SERVICE
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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-Phannacy
4344 Broad River Road
Columbia, South Carolina 29210-4010

Dear Mr. Solomon:

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

This letter provides the status ofEntry Number 112-9673446-4, consisting oti~}6~~~vial packets,
each vial containing 500 mg ofThiopental 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 oflethal injection. FDA has not reviewed the products in this shipment to
determine their identity, safety, effectiveness, purity or any other characteristics.

Sincerely,

Y$cUt I( rIdJ-t<-
Patricia K. Sch~~r I
Acting District Director
New Orleans District Office

Enclosure: FDA Notice ofAction



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

Importer:

> <

Broken3ge, MA,,,nl'-li!': TN 38125

Memphis, Memphis, TNPort of Entry:
Carrier:
Date Received:
Arrival Date:

Filer of Record:
Consignee:

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 10

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

CORRESPONDENCE
Line ACS/FDA

001/001
._ .P.r~d~.c;~.c.>~~~~p.ti.().rl._ .._.. _.._.. _ _ __ _ _ _..

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 t~is shipment to determine their
identity, safety, effectiveness, purity or any other characteristics.

Randy N. Boling, Compliance Officer (Region/District) (901) 333-3537

U S F d d 0 Ad " t t' (901) 333-3579 (FAX)
. . .00 an rug miniS ra Ion RANDY.BOllNG@FDA.HHS.GOV

959 Ridgeway Loop Road, Suite 100
Memphis, TN 38120-4042



Notice 'of FDA Action
Entry Number; 112-9938358-2

LINES RELEASED

Notice Number: 2
Page: 2

Line ACS/FDA
...........................

001/001

.. J=>r~~.lI.c.t.l?~~~ript.i.?I1 .

688760418962 THIOPENTAL

Randy N. Boling, Compliance Officer (Region/District) (901) 333-3537

U S F d d D Ad " (901) 333-3579 (FAX)
• . 00 an rug ministration RANDY.BOLlNG@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



.TABS:

DEPARTMENT OF THE TREASURY
UNITED STATES CUSlOMS SERVICE

Form Approved
OMS No. 151~9

ENTRY/IMMEDIATE DELIVERY ABI CERTIFIED

TEL:

AIR EXPRESS

.1e CFR 142.3, 142.16,. 1~.22. 142.24.

I. ARRIVA~ DATE 2. ELECTED ENTRY DATE 3. ENTRY TYPE CODE/NAME 4. ENTRY NUI.\IlER

112-9938358-2
NUMBER7.

14. LOCilI'ION OF GOODSCODE(S¥NAME(Sj

1'. IMPORTER OF RECORD NAME.

8. CONSIGNEE NUMBER

6. SINGLE TRANS. BOND

I (b}(4)

5. PORT

15. VESSa CODEINAME

b) (4)

2095

111910

16. U.s. PORT OF UNLADING 11. MANIFEST NUMBER 18. GO NUMBER 19. 1UTAL VAWE

2095
20. DESCRIPTION OF MERCHANDISE

21. ITl8lJAWB 22. rTlBLJ,t; NO.
CODE

GBDREPHA176LONGB

25. COUNTRY 28. MANUFACTURER 10.
OF ORIGIN

TOTAL
02358560751
688760418962

PHARMACEUTICALS NOT RESTRICTED

M
H

'0. CERTIFICATION 28. CUSTOMS USE ONLY

I hereby make application lor entryllmmediate delivery. I certify that the above D OTHER AGENCY ACTION REQUIRED. NAMELY:
InformBtion la accurate, thB bond Ie sufficient. valid. and current. and that all
requirements of 19 CFR Part 142 have been met.

R

D CUSTOMS EXAMINATION REQUIRED.

L..:..c==~~~~':---"""""-=-==-",-..J:::.,;:::.L"-=-=~;".:;,,.------t

----------------------------~ D ENTRY REJECTED, BECAUSE:

DELIVERY
AUTHORIZED:

SIGNATURE DATE

Paperwork Reduction Act Notice: Thla information la needed to dlltermlne the admissibility of importa Into the United Statea and to provide the nece••ary
Information lor the axemlnatlon of tha cargo and to eatabllah the lIabtllty for payment of dullea and !aXe.. 'bur ""ponae la neeea..ry.

11/24/10 12: 56: 42 ~ Customs Form 3461 (010189)



Dream Pharma Ltd.

Invoice Details
Number: 27271NV

VAT no:
Purchase Order:

Order Details

176 Horn Lane, Acton, London, W36PJ
Tel: 020 8992 7000 Fax: 020 8992 7001
E-Mail: info@dreampharma.com

Date: 19-11-2010

I (p;) (4y;r
Currency: USD - US Dollar
Heading: PHARMACEUTICALS NOT RESTRICTED

Name/Descri tion
Thiopental Injection. powder for reconstitution, thiopental sodium, 500­
mg vial packs of 25's

Batch No: AW6022 EX?: 05/14

Statement Details

Goods Total: '--'--"-'-....!.­

Discount (%): fbl (4)

Delivery: I{b) (4)

Insurance: fbl (4)

Shipping Details

SubtotaI:L...-,,----""--'='----

VAT (World Zero):!(b) (4)

. ~b) (4)
PrevIous BaJance:Li

Total: USD· US Dollar
L-'-'--"'---!._

Payment Method: Prepayment Thank You

I
I

Tariff:
Declaratio~n~S:~~-------------t~tu~J.1i#!~jni~~~Ii<<1t\ii\jR~~}\ ...;------
We certify that this invoice is true and correct. .. Vol <'1

~ e'
Acton, London .

Tel: 020-8992-7000 0
Fax: 020-8992-7001

Oam~. ~"~e 0' lea<age mUYol tie lIO~lill<! "' 'H<ilin<) 10~\"e$. "","i" :loay.., NI)l\-Oe~"e"f ""''''" , .. daY'. Good$. remain ,lie \l~y 01 O'eam
Pharma Lid. Until full paymenl has been received. Subjed to our slandard conditions of sale. E&OE

Company Registration Number:···(b)~4}1 VAT No.
Director: M. Alavi ~---"-~'-'-..=c=

Page 1of 1



·(b)(4)~~~Manifest report

SHP JT 19-NOV·2010

[:'.!-lE Malt Alavi

cO!~p Dream PMrma lid.

AC:>: '76 Hom Lane

C7Y ACTON. LONDON
ST/?\' G1TR, GB POST,\i. W36PJ

R;;r Pharmaceuticals Not Restricted

·,'EIGH' ;(/1. K

oesc PHARMACEUTICALS NOT RESTRICTEO
COH cusr 'fAl
GB o

MPS shipment

IMPORTANT • Tre~ :c ~>,e ManileSI Copy of Ihe Air Waybill
... Please give Ihi b) l4}Manifesl repor1 10 .he Kb) (4Jcourier ...

SoljNllle: F'w I ,1

..ge.



NAME
COMP
ADD1
ADD2
CITY ACTON,rpv CN~rRY

PKGS K/L
!~!I~! K (b)(4l GB. USD

DESC: PHARMACEUTICALS NOT RESTRICTED

----------- _ ..~~

CARR VAL CUSTOMS VAL EX LIC HDLG UNITS
(b)(4r{~~<"



. '

F-69SP.001/001T-859

N>Pioved h,ougl, 12I'J1I95. OIJB NO i';.~gi

Sce boQ; oll...mla Poperw...kRcctuclun Act NO~ce.

!2:00pm
I ~'2-'010

0 1am no,a
US feoidtlll

Inav.. n01 applilOG
far eill1er nlll/lber.

In•• no
SClQal Seemly No.

,. "Nl'f Of ~T\ON{<l\1ll~ell \WIi<ablej
~ltlcaliDno'
~",porlZfe num~

OClW1ge at nwne'

o CII-nsJe of IKldrllSS

o ;:'::r"::~i~oeF:~r.'"
Pen.'Del, 811<1 Fcwllllill/h o,a.,..

• NOTE-II a con.,...... Done b on 1IIe, a llano no... moRl ~ccOlJ1lany 1111 dlM;O aocumont

DEPAA1'MEN'l' OF THE TREASURY
UNITED STATES CUSTOMS SERVICE

IMPORTER 10
INPUT RECORD

u.s. GlM!mmetlt

RETURN TO =.
I AWB REF #:

_120. CustOllls-AJtq1eCI NlInlber

.r>
•6. Type••

.. CUSTOMSfORM5tOll(OI:Z~)

If '-?,Z '-Zo( 0

I CERTIFY' Tnalltle itII0,"l8riM PI",s~led hll,.,n is 1 9 T
torTec~ ltlerolmySOi:181 S~rilY Numbe, il used .tis PHC.
D....... r h..... no IRS Ell,ploycf Numbe,. IIlII il my
Cu"toms-occilJ1ec1 ""mIlef i....lIOS il '" beCll..... l/layo
lleiller a SOC1lIf 5ealnty NumtM!f flO! 111 RS fmplllyC/
Nu,","'-, lIlal " f\OflO of 11I••0 n"n,De,... ".ed, ",1
bcea,,,,, I " .... /IIlne, ...d my silJllDlllr. mns~III"1 •
f~estllll assilJmtent of II number \IV Custom•.
22. Braker UN Only -----..1--1



09~27-10;15:32

Arkansas Department of Correction

919013333579

Wendy Kelley
Deputy Director of Health &

Correctional Programs
P.O. Box 8707

Pine Bluff, Arkansas 71611·8707
Phone: (870) 267·6361
Fax: (870) 267-6363

WENDY.Keu.EY@A~l(ANSAS.GOV

# 11 3'

FAX COVER SHEET

SEND TO:

FAX#: 'to/. :353- 3519

FROM:

DATE: 9.~?/o

ITOTAL p~~ (INCLUDING COYE.Rt ..•. . ~~ -.J

Comments:

PLEASE NOTE: TI)is facsimile and any attachments Is the property of Ihe Stale 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 information that Is
legally privileged. confidential and protected by law from disclosure. Copying or distributing lhis
informallon m!I!! as required for the direct care and treatment of the designated patient, without the
express authorization of the Arkansas Department of Correction, Office of the AdminIstrator of Mental
Health or Medical Services, Is prohibited.

An equal Opportunity .",ploy.,_
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Arkansas Department of Correction

September 10, 2010

Dream Pharma ltd.
ATTN: Matt Alavi
176 Horn Lane
Action, London W3 6PJ

SUBJECT: Thlopentallnjectlon Purchase

Dear Mr. Alavi,

Wendy Kelley
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.OOV

The Arkansas Department of Corrections (GOC) uses Thiopental Injection to
carry out Capital Punishment in Arkansas. In accordance Arkansas State Law,
A.C.A. § 5-4-617, "The sentence of death is to be carried out by intravenous
leth~1 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-actlng 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 Deparbnent 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
QuantJty (ea)

I/Jh\i'10)i"Thiopental Injection, power .~ 590.25 GBP
for reconstitution, thiopental GBP
sodium, 500mg vial packs of
25's

An Equal Opportunity Employe!
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Shipping Location:

919013333579 # ~/ 3-

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 account is !;e:lb):(4b

I understand the expiration date of the chemical currently available is February
2014. I can be reached by telephone at 001-870-550·7307 or bye-mail:
wendy.kelley@arkanS8s.gov

Sincerely,

~~
Deputy Director for Health &Correctional Programs
Arkansas 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. I will email your staffing the Entry number once transmitted.

Respectfu Ily,

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; 'cf1anag@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. I 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' <cf1anag@azcorrections.gov>; 'DEAN, MICHAEL K'
<michael.dean@dhs.gov>
sent: Mon 5ep 27 12:03:042010
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 (bt{~) 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. I will advise you of the
Entry number once it has been transmitted AB!.

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

-----Original Message----­
From: Thomas, David
Sent: Monday, September 27,20108:23 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

2/4/2011



Imports Director Mr. Solis for their review.

David Thomas, DCM
FDA Investigations
Phoenix, Office

-----Original Message-----
From: CHARLES FLANAGAN [tnClilto:CFLANAG@Clzc;orrec;tiQm;.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.

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) 201 0-09-24.pdf» «DOC09231 0_1.pdf» «DEA
Registration.pdf»

2/4/2011



Trepagnier, Timothy

From: Schafer, Patricia

Sent: Monday, September 27,201012:02 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. I 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' <cf1anag@azcorrections.gov>; 'DEAN, MICHAEL K'
<michael.dean@dhs.gov>
Sent: Mon Sep 2712:03:042010
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) (04}f1ight from U.K. tomorrow, with destination Port of Entry Phoenix, 2605. At this
writing, the Entry has not been made b{hler 575, Arizona Customs Brokerage, 602-273-0912. I 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



-----Original Message----­
From: Thomas, David
Sent: Monday, September 27,20108:23 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 [mC3ilto:GFLANAG@C3zcor[E:!ctions,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

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) 201 0-09-24.pdf» «DOC092310_1.pdf» «DEA
Registration .pdf»

2/4/2011



Treeaasnier. Timothy

From:
Sent:
To:
Cc:

Subject:

Susan,

Budweg, Greta L
Monday, September 27,201012:02 PM
Halpenny, Susan M
Dixon, Ruth P; Thomas, David; Chan, Hoi-May (CBER); Samaan, Marian; Chung, Phap;
Cowels, Allyson
RE: Lethal Injection Pharmacology

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.budweg@fda.hhs.gov

-----original Message----­
From: Halpenny, Susan M
Sent: Monday, September 27, 2010 12:44 PM
To: Thomas, David
Cc: Dixon, Ruth Pi 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

1



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 Imports
Phoenix, AZ

2



-----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
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-----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.

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 [SolomonJohn@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 I 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

file ://U:\SodiumThiopental\Emails\112-9673446-4Emails\clearance delay.htm 1/13/2011
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From: Halpenny, Susan M
Sent: Thursday, December 09,20101:38 PM
To: 'John Solomon'
Subject: RE: status
Good day Dr. Solomon,

I 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. I 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:SolomonJohn@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\RE status.htm 1/13/2011
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From: John Solomon [SolomonJohn@doc.state.sc.us]
Sent: Thursday, December 09,20106:51 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:/IU:\SodiumThiopental\Emails\112-9673446-4Emails\status.htm 1/13/2011
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From: John Solomon [SolomonJohn@doc.state.sc.us]
Sent: Monday, December 20,20109:29 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 ofShipment.htm 1/1312011
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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,

I 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:SolomonJohn@doc.state.sc.us]
Sent: Monday, December 20, 20109:29 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\RE Delay of Shipment.htm 1113/2011



JON OZMlNT, Director
MARKSANFORD, Governor

October 29.2010

Se3S%1999

Sou1h Carolina
Departlnent of
Corrections

~'2/'8/2"'" 13:18

•
United Statc~ Customs Department

SUB-fECT: Thiopental Injection Purchase

Dear Customs Agent:

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

Death by electrocution Of lethal injection ."A person convicted of a capital crime and havina
imposed upon him the sentence ofdeath shall suffer the penalty by electrocution or, at the election
of tho person, lethal injection under the direction of the Director of the Department of Corrections.
The election for death by electrocution or leth.al 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 administen:d by lethal injection,"

The SCVC has beon unable to locate this drug in the United States. In order to carry out its $tatUtory
obligation in capital punishment cases, SeDC hu purchased Thiopental from n provider in Great Britain.
Enclosed are the following drugs:

NAMEIDESCRIPTION QUANTITY

Thiopental Injection, powder for reconstitution, thiopental
sodium, SOO mg vial paCKS of2S't'

Shipping Location:

South Carolina Department ofCorrections
Kirkland Correctional Institution - Pharmacy
ATTN: Rose Mayer
4344 Broad River Road
Columbia, South Carolina 29210
Telephone: (803) 896-199S
US Drag Enforcement Agency Number (DEA): R..~206765 E1tpires: 011281201 I

I will be the point of contact for the purchase and can be reached by telephone: 00 I·R03-896·1995 or by
email: 50Iomon.joh!!@doc.state.~~.

ho P. Solomon. PhD, MBA
Director of Health Servj()cs

JP/spz

P.O. Box 21787 • 4444 Broad River Road - Columbla.SC 29221·1787 • Telephone (803) 896- 5SS
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