DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville, MD 20857

Date: MAY 27 2011
Request Number: 2011-3905

Natasha Minsker

ACLU

39 Drumm St.

San Francisco, CA 94111

Subject of Request: Minor deletions to Los Angeles Records 2011-319
Dear Sir/Madam:

The Food and Drug Administration (FDA) has completed processing your request for records under
the Freedom of Information Act (FOIA). I apologize for any delay in responding to you. The
paragraphs checked below apply to your request:

[X] We previously released records and are now restoring some of the minor deletions and denying
the remainder of the minor deletions.

[ ] We are denying your entire request.

[X] The following exemption(s) of FOIA, 5 U.S.C. 552, indicated by an “X"” is/are the authority for
denying you access to the non-disclosable material. We have enclosed copies of FOIA and
regulations for your information.

[ ] (b)(1) National security information concerning the national defense or foreign policy
[ ] (b)(2) Internal rules and practices
[ ] ()(3) Prohibited from disclosure by other laws
[X] (b)(4) Trade secret and confidential commercial information
[X] (b)(5) Certain interagency and intra-agency communications
[X] (b)(6) Information about individuals in personnel, medical and similar files when disclosure
would constitute a clearly unwarranted invasion of privacy
[ ] (b)7) Records or information compiled for law enforcement purposes when
disclosure
[ ](A) could reasonably be expected to interfere with enforcement proceedings
[ ]1(B) would deprive a person of a right to a fair trial or an impartial adjudication
[ 1(C) could reasonably be expected to constitute an unwarranted invasion of personal
privacy
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[ ](D) could reasonably be expected to disclose the identity of a confidential source

[ ](E) would disclose techniques, procedures or guidelines for law enforcement
investigations or prosecutions, if such disclosure could reasonably be expected to risk
circumvention of the law

[ ] (F) could reasonably be expected to endanger the life or physical safety of an
individual

[X] The following section(s) of the implementing regulations of the Department of Health and
Human Services (DHHS) applicable to this denial is/are indicated by an “X". The regulations are
contained in the Code of Federal Regulations (CFR), Title 45.

[ ]15.63 [ 15.68(a)
[ ]15.64 [ ]5.68(b)
[X] 5.65 [ 15.68(c)
[X] 5.66 [ ]15.68(d)
[X]5.67 [ ]15.68(e)
[ 15.68(f)
[ ] Other:

[X] The following section(s) of the implementing regulations of FDA and reason(s) applicable to this
denial is/are indicated by an “X”. The regulations are contained in the Code of Federal Regulations
(CFR), Title 21.

[X] 20.61(c) Trade secret and confidential commercial information.

[X]20.62 Intra-agency memoranda consisting of opinions, recommendations, and policy
discussions within the deliberative process of FDA, from which factual information is not
reasonably segregable. The information also contains a discussion of legal and policy matters
and fall within the attorney work product and attorney-client privileges as enunciated by the
Supreme Court in-National Labor Relations Board v. Sears, Roebuck & Co., 421 U.S. 132
(1975).

[X] 20.63 Personnel, medical, and similar files, the disclosure of which constitutes a clearly
unwarranted invasion of personal privacy.

[X] FDA'’s Regulations at CFR Part 20 are available at:
http:www.access.gpo.gov/nara/cfr/waisidx  04/21cfr20 04.html

[X] Other laws, in addition to FOIA, may prohibit disclosure of the information you requested. The
following law(s) applicable to this denial is/are indicated by an “X”.
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[X] 18 U.S.C. 1905 [Federal Trade Secrets Act]

[X] 21 U.S.C. 331(j) [Federal Food, Drug, and Cosmetic Act]

[ 121 U.S.C. 360j(c) [Federal Food, Drug, and Cosmetic Act]
[ 15U.S.C.107(a)(2) Appendix 4 [Ethics in Government Act]

[X] The estimated volume of the records we are denying is: Remaining minor deletions.

The Department of Health and Human Services’ implementing regulations, 45 CFR 5.34, set forth the
procedures for you to follow if you decide to appeal this decision not to provide you with the
information you requested. Your appeal should be sent within 30 days from the date you receive this
letter to the Director, News Division, Office of the Assistant Secretary for Public Affairs, U.S.
Department of Health and Human Services. Should you choose to send your appeal through the U.S.
Postal Service, please mail it to 7700 Wisconsin Avenue, Suite 920, Bethesda, MD 20857. Should
you choose to send your appeal through a private courier service, please send it to 7700 Wisconsin
Avenue, Suite 920, Bethesda, MD 20814. Clearly mark both the envelope and your letter “Freedom
of Information Act Appeal.”

Sincerely yours,

(ol

Frederick J. Sadler
Director
Division of Freedom of Information



Bryce, John *

From: Thomas, David

Sent: Thursday, October 28, 2010 6:28 AM
To: Solis, Daniel

Cc: Strickland, Evanguel

Subject: Dream Pharma Shipments
Importance: High

Attachments: Dream Pharma FE] 3004744216.doc
Danisl;

| see 6 shipments of possible Lethal Injection Drugs from Dream Pharma beginning 6-28-10, in bold font. Shipments to
POE PHX 2605, are observed as dates 9-29-10 and 10-25-10 for entrles 574-0250322-1 and 574-0251126-5 respectively.

Dream Pharma
1 3004744216.dc

David Thomas, DCM
FDA Investigations
Phoenix, Office



Products Shipped:

Product Code, * - - . - Description__ . 1 :GPY.Code |Device ClassiLast Shipment Date
G0QLK28 Thiopental Sodium (Anesthetic) |DR - Drugs 10/25/2010
60QCY28 Thiopental Sodium (Anesthetic) |DR - Drugs 10/07/2010
65QLK25 Pancuronium Bromide (Relaxant) | DR - Drugs 09/29/2010
60QCN28 Thiopental Sodium (Anesthetic) |DR - Drugs 09/20/2010
60QIY28 Thiopental Sodium (Anesthetic) |DR - Drugs 07/27/2010
60QCR28 Thiopental Sodium (Anesthetic) |DR - Drugs . 06/28!2610
63BI1Z202 Albuterol Sulfate (Bronchodllator) DR - Drugs 04/02/2010

61EIZ04 Budesonide (Anti-Asthmatic) DR - Drugs 04/02/2010

63BAY02 Albuterol Sulfate (Bronchodllator) DR - Drugs 03/27/2008

63BIY32 Formotero! Fumarate DR - Drugs 12/20/2007

77KCO Inhaler, Nasal DE - Devices|1 12/20/2007

62TCED2 Lansoprazole (Anti-Secretory) DR - Drugs 06/22/2007
55PP55 Silica Gel (Pharmaceutic Necessity) DR - Drugs 06/19/2007

55PY55 Sllica Gel (Pharmaceutic Necessity) DR - Drugs 06/11/2007

62FBO20  |lodine (Anti-Infective, Toplcal) ~ |DR-Drugs | | 04/24/2006

61EIY99 Anti-Asthmatlc, N.E.C. DR - Drugs 03/18/2006

61ECQY99 Anti-Asthmatic, N.E.C. DR - Drugs 01/16/2006

62CCK16 Diazoxide (Anti-Hypertensive) DR - Drugs 10/10/2005
62CCY16 DlazoxIde (Anti-Hypertensive) DR - Drugs 09/17/2004

Firm Services w2.1,02 July 15, 2010 (fdsul09623.fda.gov) | Copyright 2008 | U.S, Food and Drug Administration



Bryce, John *

From: Thomas, David

Sent: Wednesday, October 27, 2010 3:37 PM

To: Strickland, Evanguel

Subject: Completed conference with Dan. Out of office at 3:30 PM

David Thomas, DCM
FDA Investigations
Phoenix, Office

From: Salis, Daniel

Sent: Wednesday, Octoher 27, 2010 3:12 PM
To: Thomas, David

Ce: Strickland, Evanguel

Subject: RE: First entry scenaria, camplete

Thanks you. This is good.

Is there one for Entry # 574-0251126-57

From: Thomas, David

Sent: Weadnesday, October 27, 2010 3:08 #M

To: Solls, Danlel

Cc: Strickland, Evanguel

Subject: First entry scenario, complete
Daniel:

This is complete for the first entry.
Entry 574-0250322-1

September 24, 2010 Mr. Charles Flanagan, Deputy Director Arizona Department of Corrections (602)
542-3611 contacted CSO David Thomas from the FDA Office in Phoenix stating he wanted to import a
shipment of drugs from overseas and asked the procedures. Mr. Flanagan was directed to U.S.C.B.P. fora
list of brokers to choose from to initiate an importation process.

September 27 2010 Arizona Customs Brokers, ACB, was chosen by AZ DOC.
ACB sent PHX-RP imports partial entry information which included letter of intent, DEA certificate,
and list of products. Products were Thiopental Sodium, Potassium Chloride, and Pancuronium Bromide.
ACB also advised PHX-PR the entry 574-0250322-1 would be transmitted wheels up from the UK, An
email was sent to DIOP and supervision immediately notifying of the proposed import with attached
documentation of the information received from ACB. Entry review of manufacturer, Dream Pharma
Ltd. of London, England revealed the manufacturer was FDA registered for certain drugs, but not the
drugs being imported.
1. FDA Investigator was provided with an official letter from the Arizona Department of
Corrections stating this shipment of drugs was warranted by the Arizona Supreme Court (State v.
Jeffrey Timothy Landrigan, CR-90-0323 AP).
2. Manufacturer Dream Pharma has several FDA registration numbers for drugs; however not for
1




the aforementioned being imported.
3, Arizona Department of Corrections also has a DEA registration number -FA2203571.

September 29, 2010 entry arrived Port of Entry Phoenix via Memphis, TN.
PHX-RP received email notification from DIOP that entry was available for release. Upon arrival that
afternoon, product was confirmed for labeling, count and amount with AZ DOC personnel in
accompaniment of the CSO. Product was FDA released, then taken into custody by AZ DOC after the

inspection.

David Thomas, DCM
FDA Investigations
Phoenix, Office

From: Solls, Danlel

Sent: Wednesday, October 27, 2010 2:55 PM
To: Thomas, David

Cc: Strickiand, Evanguel

Subject: RE: Scenario initial AZ DOC entry



Bryce, John *

From: Thomas, David

Sent; Wednesday, September 29, 2010 8:57 AM

To: Verbeten, John E. (ORA): Notzon, Stella; Batista, Huascar R; Bormel, Frances Gall;
Anderson, Kathleen R

Cc: Solis, Daniel; Strickland, Evanguel

Subject: Entry 574-0250322-1: Lethal Injection Pharmacology

Importance: High

Attachments: 57402503221, pdf

57402503221.pd
f (630 KB)
John:

The above entry of Lethal Injection pharmacology has been transmitted for the purpcse cf
execution of a Arizona prisoner.

The issue invelves 3 products from manufacturer Dream Pharma, London, UK, FEI 3004744216.
Product 1) Thiopental Sodium NDC 000703~2556, product 2) Pancuronium Bromide NDC
000074-4645, and product 3) Potassium Chloride Injectible NDC 000469-6520 do nct appear to
have valid DRLS numbers for the manufacturer. However, Dream Pharma is registered under
the aforementioned FEI.

Arizona Department of Correcticons Director, Charles Ryan, 602-542-5225, has related in
previous correspondence that his agency must have these products in hand today to be
accountable to the Arizona Supreme Court by September 30, 2010 for the intended purpose
above. (see attached AZ DOC correspondence}

Currently the product is being trucked into Phoenix from Los Angeles, (b)(4) mistakenly
routed the product from Memphis, TN to Los Angeles, CA instead of the planned flight to
Phoenix, AZ.

Lastly, I have attached the entry documentation and held the entry in my inbox, pending
Agency approval of a release.

May I hear from you soon,
David Thomas, DCM

FDA Investigations
Phoenix, Office

————— Original Message—-----

From: Verbeten, John E. (ORA)

Sent: Wednesday, September 29, 2010 3:54 AM

To: Notzon, Stella; Batista, Huascar R; Bormel, Frances Gail; Anderson, Kathleen R
Cc: Thomas, David; Solis, Daniel

Subject: Re: Lethal Injection Pharmacology

0) (5)

~~~~~ Original Message -----




From: Notzon, Stella

Tc: Batista, Huascar R; Bormel, Frances Gall; Anderson, Kathleen R
Cc: Thomas, David; Sclis, Daniel; Verbeten, John E. (ORA}

Sent: Mon Sep 27 13:06:53 2010

Subject: FW: Lethal Injection Pharmacology

Huascar, et.al,

b) (5)

Stella

————— Original Message-—----

From: Thomas, David

Sent: Monday, September 27, 201C 11:33 AM
To: Notzon, Stella

Cc: Strickland, Evanguel; Solis, Daniel
Subject: FW: Lethal Injection Pharmacclogy
Importance: High

Stella:

FYI

Dave Thomas
FDA Imports
Phoenix, AZ

————— Original Message-—--—-

From: Thomas, David

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

To: Taube, Anthony C

Cc: 8trickland, Evanguel; Sclis, Daniel; 'DEAN, MICHAEL K'; 'CHARLES FLANAGAN'
Subject: Lethal Injection Pharmacology

Importance: High

Prior Notice Center Directer, 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 Londeon 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 Theomas, 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:CFLANAGHRazcorrecticns.gov]

Sent: Priday, September 24, 2010 5:04 BM

To: Theomas, David

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

Good Afterncon Mr. Thomas:

Thank you so much for your assistance with this matter. I have attached to this email a
copy ¢f 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 reguire 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) 542-361l1 Office

(602) 377-5334 Cell

{602) 364-0601 Pax
cflanag@azcorrections.gov



United States Food and Drug Administration
Los Angeles District Office

Notice of FDA Action

Entry Number: 574-0250322-1 Notice Number: 1
September 29, 2010
Consignee:

Arizona State Prison Complex
1305 Butte Ave
Florence, AZ 85232

> <
Port of Entry: 2605, Phoenix, AZ

Carrier: (b) (4) ;

Date Received: September 29, 2010

Arrival Date: September 28, 2010

Filer of Record: Arizona Customs Brokers, Phoenix, AZ 85040
Importer of Record: Arizona Department Of Correction, Phoenix, AZ 85007-3002

COMMERCIAL ENTRY CLOSED

Summary of Current Status of Individual Lines

Line ACS/FDA Product Description Quantity Current Status

001/001 THIOPENTAL SODIUM 500 MG (b) (4) Released 09-29-2010
002/001 PANCURONIUM INJECTION
002/001A PANCURONIUM BROMIDE

002/001B POTASSIUM CHLORIDE
INJECTIBLE

Line Split
Released 09-29-2010
Released 09-29-2010

* = 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 574-0250322-1. Any status changes are reflected in the Line summary and
line detail sections.

David C. Thomas, Investigator Eiggg ggg-;g?g 4(3;/& X1)2

U.S. Food & Drug Aqlmlmstratlon DAVID. THOMAS @FDA.HHS. GOV
51 W. 3rd Street, Suite E-265

Tempe, AZ 85281

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



United States Food and Drug Administration
Los Angeles District Office

Notice of FDA Action

Entry Number: 574-0250322-1 Notice Number: 1
September 29, 2010

Filer:

Arizona Customs Brokers Attention: (b) (6)

2153 East Jones Ave Broker Box: () @)

Phoenix, AZ 85040

> <
Port of Entry: 2605, Phoenix, AZ
Carrier: (b) (4)

Date Received: September 29, 2010
Arrival Date: September 28, 2010

Importer of Record: Arizona Department Of Correction, Phoenix, AZ 85007-3002
Consignee: Arizona State Prison Complex, Florence, AZ 85232

COMMERCIAL ENTRY CLOSED

Summary of Current Status of Individual Lines

Line ACS/FDA Product Description Quantity Current Status

001/001 THIOPENTAL SODIUM 500 MG (b) (4) Released 09-29-2010
002/001 PANCURONIUM INJECTION
002/001A  PANCURONIUM BROMIDE

002/001B POTASSIUM CHLORIDE
INJECTIBLE

Line Split
Released 09-29-2010
Released 09-29-2010

* = 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 574-0250322-1. Any status changes are reflected in the Line summary and
line detail sections.

David C. Thomas, Investigator Eiggg ggg-;g?g 4(3;/& X1)2

U.S. Food & Drug Aqlmlmstratlon DAVID. THOMAS @FDA.HHS. GOV
51 W. 3rd Street, Suite E-265

Tempe, AZ 85281

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



United States Food and Drug Administration
Los Angeles District Office

Notice of FDA Action

Entry Number: 574-0250322-1 Notice Number: 1
September 29, 2010

Importer:

Arizona Department Of Correction

1601 W Jefferson St

Phoenix, AZ 85007-3002

> <
Port of Entry: 2605, Phoenix, AZ
Carrier: (b) (4)

Date Received: September 29, 2010
Arrival Date: September 28, 2010

Filer of Record: Arizona Customs Brokers, Phoenix, AZ 85040
Consignee: Arizona State Prison Complex, Florence, AZ 85232

COMMERCIAL ENTRY CLOSED

Summary of Current Status of Individual Lines

Line ACS/FDA Product Description Quantity Current Status

001/001 THIOPENTAL SODIUM 500 MG (b) (4) Released 09-29-2010
002/001 PANCURONIUM INJECTION
002/001A PANCURONIUM BROMIDE

002/001B POTASSIUM CHLORIDE
INJECTIBLE

Line Split
Released 09-29-2010
Released 09-29-2010

* = 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 574-0250322-1. Any status changes are reflected in the Line summary and
line detail sections.

David C. Thomas, Investigator Eiggg ggg-;g?g 4(3;/& X1)2

U.S. Food & Drug Aqlmlmstratlon DAVID. THOMAS @FDA.HHS. GOV
51 W. 3rd Street, Suite E-265

Tempe, AZ 85281

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



United States Food and Drug Administration
Los Angeles District Office

Notice of FDA Action

Entry Number: 574-0251126-5 Notice Number: 1
January 7, 2011

Filer:

Arizona Customs Brokers Attention: (b) (6)

2153 East Jones Ave Broker Box: () (4)

Phoenix, AZ 85040

> <
Port of Entry: 2605, Phoenix, AZ

Carrier: (b) (4) ;

Date Received: October 25, 2010

Arrival Date: October 26, 2010

Importer of Record: Arizona Department Of Correction, Phoenix, AZ 85007-3002
Consignee: Arizona State Prison Complex, Florence, AZ 85232

COMMERCIAL ENTRY CLOSED

Summary of Current Status of Individual Lines

Line ACS/FDA Product Description Quantity Current Status

* 001/001 THIOPENTAL SODIUM, POWDER (b) (4) Released 01-06-2011

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

@ = Consignee ID

This is the final notice concerning entry 574-0251126-5. Any status changes are reflected in the Line summary and
line detail sections.

CORRESPONDENCE
Line ACS/FDA Product Description
001/001 THIOPENTAL SODIUM, POWDER

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.

Ruben Delagarza, Compliance Officer Egig; 3?1’3322 FAY)
(Region/District) laimports@FDA.HHS.GOV

U.S. Food and Drug Administration
222 W. 6th St., Suite 700



Notice of FDA Action Notice Number 1
Entry Number: 574-0251126-5 Page: 2

San Pedro, CA 90731

LINES RELEASED

Line ACS/FDA Product Description

001/001 THIOPENTAL SODIUM, POWDER
Ruben Delagarza, Compliance Officer (310) 971-2297
(Region/District) (810) 971-2363 (FAX)

. . laimports@FDA.HHS.GOV
U.S. Food and Drug Administration

222 W. 6th St., Suite 700
San Pedro, CA 90731

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: SAW



United States Food and Drug Administration
Los Angeles District Office

Notice of FDA Action

Entry Number: 574-0251126-5 Notice Number: 1
January 7, 2011

Importer:

Arizona Department Of Correction

1601 W Jefferson St

Phoenix, AZ 85007-3002

> <
Port of Entry: 2605, Phoenix, AZ
Carrier: (b) (4)

Date Received: October 25, 2010
Arrival Date: October 26, 2010

Filer of Record: Arizona Customs Brokers, Phoenix, AZ 85040
Consignee: Arizona State Prison Complex, Florence, AZ 85232

COMMERCIAL ENTRY CLOSED

Summary of Current Status of Individual Lines

Line ACS/FDA Product Description Quantity Current Status

* 001/001 THIOPENTAL SODIUM, POWDER (b) (4) Released 01-06-2011

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

@ = Consignee ID

This is the final notice concerning entry 574-0251126-5. Any status changes are reflected in the Line summary and
line detail sections.

CORRESPONDENCE
Line ACS/FDA Product Description
001/001 THIOPENTAL SODIUM, POWDER

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.

Ruben Delagarza, Compliance Officer Egig; 3?1’3322 FAY)
(Region/District) laimports@FDA.HHS.GOV

U.S. Food and Drug Administration
222 W. 6th St., Suite 700



Notice of FDA Action Notice Number 1
Entry Number: 574-0251126-5 Page: 2

San Pedro, CA 90731

LINES RELEASED

Line ACS/FDA Product Description

001/001 THIOPENTAL SODIUM, POWDER
Ruben Delagarza, Compliance Officer (310) 971-2297
(Region/District) (810) 971-2363 (FAX)

. . laimports@FDA.HHS.GOV
U.S. Food and Drug Administration

222 W. 6th St., Suite 700
San Pedro, CA 90731

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: SAW



United States Food and Drug Administration
Los Angeles District Office

Notice of FDA Action

Entry Number: 574-0251126-5 Notice Number: 1
January 7, 2011
Consignee:

Arizona State Prison Complex
1305 Butte Ave
Florence, AZ 85232

> <
Port of Entry: 2605, Phoenix, AZ
Carrier: (b) (4)

Date Received: October 25, 2010
Arrival Date: October 26, 2010

Filer of Record: Arizona Customs Brokers, Phoenix, AZ 85040
Importer of Record: Arizona Department Of Correction, Phoenix, AZ 85007-3002

COMMERCIAL ENTRY CLOSED

Summary of Current Status of Individual Lines

Line ACS/FDA Product Description Quantity Current Status

* 001/001 THIOPENTAL SODIUM, POWDER (b) (4) Released 01-06-2011

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

@ = Consignee ID

This is the final notice concerning entry 574-0251126-5. Any status changes are reflected in the Line summary and
line detail sections.

CORRESPONDENCE
Line ACS/FDA Product Description
001/001 THIOPENTAL SODIUM, POWDER

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.

Ruben Delagarza, Compliance Officer Egig; 3?1’3322 FAY)
(Region/District) S laimports@FDA.HHS.GOV
U.S. Food and Drug Administration

222 W. 6th St., Suite 700




Notice of FDA Action Notice Number 1
Entry Number: 574-0251126-5 Page: 2

San Pedro, CA 90731

LINES RELEASED

Line ACS/FDA Product Description

001/001 THIOPENTAL SODIUM, POWDER
Ruben Delagarza, Compliance Officer (310) 971-2297
(Region/District) (310) 971-2363 (FAX)

L. . laimports@FDA.HHS.GOV
U.S. Food and Drug Administration

222 W. 6th St., Suite 700
San Pedro, CA 90731

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: SAW



DEPARTMENT OF HOMELAND SBECURITY
U.5. Customs and Border Protection

Form Ar;mv-d
©OMa No, 1018-0024
Exp. 01-31-2012

ENTRY/IMMEDIATE DELIVERY

ACB IMPORT SERVICES,
DBA ARIZONA CUSTOMS BROKERS

INC

P.Q. BOX 20082

PHOENIX, AZ 85036

10 CFR 142.9, 142.18, 142,21, 142.24

Z. SLECTED ENTRY DATH 3. BNTRY 1VPE CORENAME

000 BOX #‘

ABI CERTIFIED

11 INFORMAL -

4. ENTAY NLMRER

574-0251126-5

(7. BAGKER/MPGATER FILE NOMBER
0012670465

7. ANRIVAL DATE
102610
5o ENATTRANE BN
2605 891
¥, CONGIGNEE NUMBER |
A6-600479107

B, IMPORTER NUMBER
B6-600472108

(70, ULTIMATE CONRIGNEE NAME
ARIZONA STATE PRISON COMPLEX
1305 BUTTE AVE

FLORENCE, AZ 85232

1. MPORTER OF RECORD NAMG

73, VOYAGR/FLIGNT/TRIF

me!f CODE
18, VESSEL CODE/NAM

ARIZONA DEPARTMENT OF CORRECTIONS
1601 W, JEFFERSON 8T

PHOENIX, AZ B85007-3002

76, UB. FGAT OF UNLABING 7. MANIFEST NUMBER T8, 5.0, NUMBER 18 TOTAL VALUE
2605 1246
. DEBCR| F MERC DISE
EDICAL EQUIPMENT
Wﬁw:\wu NG, 20, VANCEST QUANITY ] 24 Ra NUMBER 20 CEUNTRY 26, WANUFACTURER NG,
M 12562148505 1 3004905130 GB - GBDREPHA176LON
L%’; e s —

27. CERTIFICATION

28. CBP USE ONLY
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D OTHER AGENCY ACTION REQUIRED, NAMELY:

DELIVERY SIGNATURE

AUTHORIZED:

OATE

Exam Bite:
Paperwork Reduction Act Gtetemant: An agenoy may not conduct or sponsor &n informatlon collection and a parson Is not required to respond
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Arisona Department uf Qtnmctiuns

1601 WHST JRFFSREON
PHOENIX, ANTOMA 1007
(8O Sz aety |
T whaearrectons. pov
JANICE K. BREWER ' o | ‘ : CHARLEB L. RYAN
GOVERNOR ' - DiREGTOR
September 24, 2010
David Thomas, DCM
FDA Investigations |
Rood and Drug Administration
Division of Import Operations and Policy
4605 East Etwood Street, Suite 402

Phoenix, Arizona 85040-1948

Re: Bxecu.ﬁonbylzthallmecuonofArizonaInmate ,
Jeffrey Timothy Landrigan #082157 .

Dear Mr, Thomas:

The purpose of this correspondence s to advise your agency of our intent to receive certain
pharmaceutical products from Dream Pharmae, Ltd. of London, England, We have placed the
order with this company for the purpose ofsecm-lnzthenemmy drugs for cerrying out an
execution warrant 13sued by the Axizona Suprems Court in the matber of State v. Jeffrey Timothy
Landrigan, CR-90-0323 AP.

Inmduwpmoudwiththomcuﬁonmmusthnwthapmdmumedﬂmughmenm
Pharma. Our DEA Registration number is: FA2203571 and it expires June 30, 2013. The
execution is set by the court for October 26, 2010, nndourngmoyhmandmdwadwuﬂm
court that it possesses the necessary chemioals for the lethal injection protocol as approved, no
later than October 1,.2010. '

Anystepsyouragencyoantakninattendinatotbisshipmentmdiﬁously would be of great
assistance to our agency in its effort to abide by the court-ordored dates set by the court. Should
your agenoy 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,

Charles L.
Director | |
:  Charles Flanagan. Deputy Director

Robert Patton, Division Director, Offender Opmtlom
Carson McWilliams, Warden, ASPC Florence

9°+d SO0BOELZ209 S¥3xodd Wolsnd 2" WBLT:8 0102 92 43420



Dream Pharma Ltd. 176 Horn Lana, Acton, London, W3 8PJ
Tel: 020 8892 7000 Fax: 020 8392 7001
E-Mall: Info@dreampharma.com

Data: 22-10-2010
Addreas: Dellvery Addreas:
Arizona Stste Prison Complex - Florence Arzona Stata Prigon Complex « Florence
Attention: Caraon McWilliama, Wardan Attantion: Carson MeWillame, Wardan
1305 Butte Avenue 1305 Bufte Avenus
Post Office Box 628 Poat Office Box 820
Florencs, Arlzona Floranca, Arlzona
85232 85232
Tel: 602-364-3781 502-364-3791
VAT no: Currency: GBEP - Pounds steriing
Purchasa Ordor: Headlng: PHARMACEUTICALS NOT RESTRICTED

“This Is not for use by the general public”

b

Name/Description Quantl Price Total
Thiopental Injection , pewder for reconstitution, thiopental sodium, 800- b) (4 787
mg vial packe of 28's

Bateh No: AWB022 EXP: 06/14 3ab°)~ 70. 7}30/

Goods Tata: 7687.00 Subtotal: 787.00 ‘ J };/
ey
Discount (%): 0 VAT (World Zero): 0.00 (.5 ; /r?
Delivery: 0 . Previous Balencs: 0 el ’L:'{
Insurance: 0 Total: 787.00 GABP - Fourds atarling
R
Payment Method: Prepayment Thank You

Packing: Groee Welght (Kg): 3.75

?N%B% 39%);20)(27(:»/1 Net Waight :3.1875
| Taniff. 3004 Garr[e;i;iﬁm
Declarations: Matt Algyl, for Drasm Pharma Ltd.

We carify that this involca la true and comrect,

Damage, shoriape or feakage must ba notifisd in writing to ourselves within 3 days. Non-Dallvary within 14 days. Goots ramain (he praperty of Drearyy
Pharma Lte. Until full payrant has bean recelvad. Subjas o our stancerd eenditions of sale. EA0OE

| Company Registration Number: 4837884 VAT No. GBB05-5641-41
Director: M. Alavi
Papo 1 0f !

2+d S080ELZZ09 SH3IAN0oHE WOlsSnd ZY WyL1t8 0102 92 320




Dream Pharma Ltd. 176 Hom Lane, Acten, London, W3 6P,
Tal: 020 8992 7000 Fax: 020 8992 7001
E-Mall: infog@dreampharma.com

Address: Dallvery Addreas: ‘

Arizona State Priaon Complex - Florenca Arizona State Piison Complex - Florence

Attantion: Carson McWilliams, Warden Attantion: Carson McWilllams, Wardan

1305 Butte Avenus 1305 Butte Avenue

Port Office Box 828 Post Office Box 620

Flerence, Arizona Fiorence, Arizona

88232 85232

Tel: 802-384.3791 €02-384-3701

VAT no: Currency: GBP - Pounds sterling

Purchase Order: Heading: PHARMACEUTICALS NOT RESTRICTED

Rt gl

[ Name/Desoription

Shippling charges for Invelce number 2701inv

Quantity Price Total
1 250 250

Goods Total: 25000 Subtotal. 2560.00

Discount (%): © VAT (World Zero): 0.0D

Delivary: O Previous Belance: 0

Ingurance: 0 Total: 280.00 GBP - Pounds sterling
Paymen! Method: Prepayment Thank You

Packing: Gross Walght (Kg):

: Nat Walght (Kg): 0
 Tarift: 30049068 Carrla
Declaratlons: Matt Alavl, for Dream Pharma Ltd.

Wha cerlify that this invoice I8 true and correct.

Damage, shoriage or leakage must be notified In writlAg to cursalves within 3 daya. Non-Dalivery within 14 days. Goode remain the property of Dreem
Pharma Ltd, Untl full paymant has been raceived. Sublect 1o our standard sanditiona of sala. EAQE

Company Reglstration Number: 4837884 VAT Na. GBa05-5641-41
Director: M. Alavl
Page 1 of 1
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This reglistration le only for nee at Federal or State etitutions.

Suctions 304 end 1008 (11 VAL, B3 and DY) of the Conbeled
. Substanouy Act of 1970, 59 Emended, provide et the  Atomey
Osnersl mey revoks or wuepend & regietrelion o memufacturer,
dalroute, Sipavae, krpon of axport & candredied subulancs

THIS CERTIFCATE (9 M OT TRANSFERABLE ON CHANGE OF
CWNIELEHI®, CONTROL, LOCATION, OR BUBINESS AGTIVITY,
D 1. HOT VALIO THE EXPIRATION DATE

TR I ————— e Uiyt dei e

CONTROLLED RUBSTANGE REGISTRATION CHNTINCATE
UNITED STATES OQEPARTMENT OF JUSTICE
DRUG ENFORCENENT ADMINISTRATION
WASHINGTON, D.C, 20887

‘FAZI03NT] uﬁ;im ) T

Soweoums  SUNNESSACTVITY SATH syuRD
2ANN HOSPTALICLINIO 1.0
NAS

[ARZSNA STATE ERIBON - FLOKENCE, OARSON A,

WARDEN
1308 BUTTE AVE.

P.Q. BOX ¢29 S
FLORENCE, AZ 188320000

m .
THII OIRTIFWATE I8 HOTTRANBFERABLB ON GHANBE OF OWNERSHIP, canma.. LOCATION, lUIlNE AGT MTY‘ OR VALID |

https:/Aww.deadivaraion.usdoj.goviwabforms/dupeCertPrintCart.do - 92412010

v-d S080€L 2209 Sd3IX0dd WOLSN3d 2" WHLT:8 0102 92 1390



Coager

Printable DEA Certificate

conm.tm SUBATANCEMEGLILATED CHEMICAL
HEOISTRATION CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE
PALIG ENFORCEMENT ADMIMSTRATION
VOABHINGTON D.0. 20237

" Yiw rogintration s only for uae st Recara! ar Stety Inethutians.

" paetions 304 and 1008 (29 USC B4 amd 068) of W
Controlied Sutwisnose

REQUESTING mﬁmmw Your
REGISTRATION C

To requtet & shanpa | an OMM‘I-
m\whmﬂ ﬂﬂl

4. ek rmer wih e W At adnlaoy - of

| “"‘;I;'age 1of1



ARIZONA STATE PRISON - FLORENCE, CARSON
WARDEN |

1306 BUTTE AVE.

P.0. BOX 820

FLORENCE, AZ 82232-0000-000

Dokl Vasalsbuallened s Ml ssstl ol tteal Dusab sl

“This regivization 18 anly lor ubd ot FMacksnil or Stete ksetiutisne,

MDMMHHHIMHHWIHWW“ CHANDE OF-

ummmrmummAnu !MN.I“&NM"
AND IT 18 NO'T VALID AFTRR TION DATIL

N T L T R ey e S T T T 7 ]

Form DEA-22) (4407)

IﬂﬂWﬂ!lﬂlﬂMMMﬂﬂﬂ“Wﬂ
OEPARTMENT OF

S S e
‘ WASHINGTON D L. 20537
FA2203871 - 08-30-2013 FEE EXEMPT|
HOBPITALGLING  08-28-2010 '
3.3NAS, :

}

.‘ ' o oo - |
Seclions 304 4 1 U8C 824 u omu
M’x‘ @ mew ll

M!Mlh- Momn mey nevake
‘yspend @ reghtiration %o menvfeckine, \
FLDR!NOE,AZ §5232-0000 dupense, mm-mmmﬂum

‘HﬂGﬂ"MﬂWM.HﬂﬂVNUﬂMHIONmﬁMHOFMMGNMEDmMWLMEMENORHBNHBMMWW

S08DEL220D9 5433048 WOlSND 2y WHLT:B DIDé 82 1300




RE: Entry number of 9/29/10 shipment Page 1 of 2

Bryce, John *

From: Solis, Daniel
Sent; Wednesday, October 27, 2010 1:44 PM

To:

Thomas, David; Strickland, Evanguel

Subject: FW: Entry number of 8/29/10 shipment

This is what I have so far, More details I am working on:

September 24, 2010 = Charles Flanagan, Deputy Director Arizona Department of Corrections
(602) 542-3611 contacted CSO from the FDA Office in Phoenix, Az, David Thomas, regarding
shipment under Entry 574-0251126-5. This initial email was to inform Phoenix of the incoming
shipment from Iondon (Dream Pharma, I.td, Of London, England) destination Memphis with Port
of Entry 2605, Phoenix, Az.

Shipment was of 3 chemical components: Sodium Thiopental, Pancuronium Bromide and
Potassium Chloride )

FDA Investigator was provided with an official letter from the Arizona Department of Corrections
stating this shipment of drugs was warranted by the Arizona Supreme Court (State v. Jeffrey
Timothy Landrigan, CR-90-0323 AP).

In order to execute the warrant, the Arizona Department of Corrections, needed the products from
dream Pharma. (Dream Pharma has an FDA registration number and has drugs and devices reg
and listing).

Arizona Department of Corrections also has a DEA registration number FA2203571.

From:! Roh, Mark S

Sent: Wednesday, October 27, 2010 1:39 PM
To: Solis, Daniel

Subject: Re: Entry number of 9/29/10 shipment

I'm anxiously awaiting your summary report.
iMark Roh

Pacific Regional Director

Office phone - 510-637-3960

Mobile phone - 510-590-3001

From: Solis, Daniel

Sent:

Wednesday, October 27, 2010 03:51 PM

To: Veneziano, Domenic J.
Cc: Elder, David K.; Rogers, Michael; Roh, Mark S
Subject: RE: Entry number of 9/29/10 shipment

I just finished talking to Charles Flanagan from the Arizona Dept. of Corrections, He provided me with
some insight. You can't wait for my summary report or we can have a quick phone con on what I found

out.

3/28/2011



RE: Entry number of 9/29/10 shipment Page 2 of 2

From: Venezlano, Domenic 1.

Sant: Wednesday, October 27, 2010 12:26 PM
To: Solis, Daniel

Cc:  Elder, David K.; Rogers, Michael; Roh, Mark S
Subject: Entry number of 9/29/10 shipment

Dan the entry number for the LA shipment is 574-0250322-1/1/1

Domenic J. Veneziano
CDR U.S. Public Health Service
Director, Division of Import Operations and Policy

Work: (301) 443-6553
FAX: (301) 594-0413
Cell: (240) 888-9316

3/28/2011
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SEP 29.2618  9:38AM

BS—ZB*'M aszw‘mm-anc D.i.rectors Office 6@2-364-8601 |
Dream Pharma Ltd. 178 Mom

NO.867 P.3-9

y Aaton, Landan, Wa 8PJ
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SR e U et T e
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SEP.29.2018  9:38AM "NO. 867 P.4-97 7

TRANSPORTATION ENTRY AND MANIFEST —22 M 1651-0003 Exp, 12-31-2010
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Arizona Department of Corrections

1801 WEST JEFFERSON
PHOENIX, ARIZONA 85007
(802) 542-5497
www,azcorrections.gov

JANICE K. BREWER CHARLES L. RYAN

GOVERNOR , DIRECTOR
September 24 2010

David Thomas, DCM

FDA Investigations

Food and Drug Administration

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

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

Certificate.

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

Deputy Director

cc: File -:D:"V 14

v



Arizona Department of Corrections

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

JANICE K. BREWER CHARLES L. RYAN

GOVERNOR DIRECTOR
September 24, 2010
David Thomas, DCM
FDA Investigations

Food and Drug Administration

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

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

Dear Mr. Thomas:

The purpose of this correspondence is to advise your agency of our intent to receive certain
pharmaceutical products from Dream Pharma, Ltd. of London, England. We have placed the
order with this company for the purpose of securing the necessary drugs for carrying out an
execution warrant issued by the Arizona Supreme Court in the matter of State v. Jeffrey Timothy
Landrigan, CR-90-0323 AP.

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

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

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

Sincerely,

Charles L. Riyan
Director

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



ARIZONA STATE PRISON - FLORENCE, CARSON
WARDEN

1305 BUTTE AVE.

P.O. BOX 629

FLORENCE, AZ 85232-0000-000

Hololibeublalbod iUt ladbhablin bl

" CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE

DEA REGISTRATION THIS REGISTRATION FEE
NUMBER '

EXPIRES PAID UNITED STATES DEPARTMENT OF JUSTICE
y DRUG ENFORCEMENT ADMINISTRATION
FA220357 WASHINGTON D.C. 20537

013  FEE EXEMPT

AUSIN S"‘Acnvm»,: 158UE DATE
Y CLIN IC 08-26-201 0

SCHEDULES This registration is only for use at Federal or State institutions.

3.3N4.5,

: o = - Sactions 304 and 1008 (21 USC 824 and 956) of (he Controlied
ARIZONA ST E PRISQN '_ELORgNCE' CARSON Substances Act of 1970, as amended, provide that the Atlomey

TWARDEN- o Genaral may revoke or suspend e registration lo manufacture,
1305 BUTTE AVE. ;- distribute, dispense, import or expon a controlled substance.

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

|P.0. BOX 629 CR
FLORENCE, AZ 85232-0000 _
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CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE
UNITED STATES DEPARTMENT OF JUSTICE
DRUG ENFORCEMENT ADMINISTRATION
WASHINGTON D.C. 20537

DEA REGISTRATION THIS REGISTRATION FEE

NUMBER EXPIRES PA

FA2203571 06-30-2013 FEE EXEMPT

SCHEDULES BUSINESS ACTMITY ISSUE DATE

HOSPITAL/CLINIC 08-25-2010

3,3N4,5, :
§ ARIZONA STATE PRISON - FLORENCE, CARSON Sections 304 and 1008 (21 USC 824 and 858) of the
< WARDEN Controllsd ‘Substancas -Act of 1870, as amended,
8 1305 BUTTE AVE. provide that the Attorney General may revoke or
& P.0. BOX 629 guspend a reglstration to manufacture, distribute,
g FLORENCE, AZ 85232-0000 dispanse, Import or export a controlled suhstance.
E THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF OWNERSHIP, CONTROL, LOCATION, OR BUSINESS ACTIVITY,

AND IT IS NOT VALID AFTER THE EXPIRATION DATE.
T




Printatle DEA Certificate

Page 1 of 1

‘ l DEA REGISTRATION

THIS REGISTRATION FEE

th i)
3N4,5

NUMBER _ . EXPIRES PAID
FA2203571 ©'06-30-2013 Exempt
SCHEDULES DATE ISSUED

WARDEN
1305 BUTTE AVE.
P.0.BOX 629

ARIZONA STATE PRISON - Ft

FLORENCE, AZ 852320000

il I . Lk L Ly

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

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

Sactions 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 suspsnd a registration to manufacturer,
distribute, dispense, iImport or export a controlled substance.

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

CONTROLLED SUBSTANCE REGISTRATION CERTIFICATE

UNITED STATES DEPARTMENT OF JUSTICE

DRUG ENFORCEMENT ADMINISTRATION

WASHINGTON, D.C, 20537

DEA REGISTRATION THIS REGISTRATION FEE

NUMBER EXPIRES PAID
FA2203571 06-30-2013 Exempt
SCHEDULES BUSINESS ACTIVITY DATE ISSUED
2,2N,3 HOSPITALICLINIC 08-25-2010
3N4,6

ARIZONA STATE PRISON - FLORENCE, CARSON A,

WARDEN

1305 BUTTE AVE.

P.O. BOX 629

FLORENCE, AZ 85232 0000

Conlrolled Subst
that tha’ Attorney Gen
registration o manufacture ; distil
export a controlled substanca.

Form DEA-223 (05/04)

AFTER THE EXPIRATION DATE.

THIS CERTIFICATE IS NOT TRANSFERABLE ON CHANGE OF OWNERSHIP, CONTROL, LOCATION, BUSINESS AC.:1:IVITY, OR VALID

, 1824 and 958) of the
t of 1970, as amended, provide
oke. or_suspend a
spense, jmport or

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

9/24/2010



Dream Pharma Ltd.

Invoice Details

176 Horn Lane, Acton, London, W3 6PJ

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

Number: 2679INV

Address:

Arizona State Prison Complex - Florence
Attention: Carson McWilliams, Warden
1305 Butte Avenue

Post Office Box 629

Florence, Arizona

85232

Tel: 602-364-3791

VAT no:
Purchase Order:

Date: 28-09-2010

Delivery Address:

Arizona State Prison Complex - Florence
Attention: Carson McWilliams, Warden
1305 Butte Avenue

Post Office Box 629

Florence, Arizona

85232

602-364-3791

Currency: GBP - Pounds sterling
Heading: PHARMACEUTICALS NOT RESTRICTED

Order Details
Name/Description Quantity Price Total
Thiopental Injection , powder for reconstitution, thiopental sodium, 500- 1180.5
mg vial packs of 25's
Batch No: AW6022 EXP: 05/14
POTASSIUM CHLORIDE 1.5GM 10ML INJ. PACKS OF 10 BIF | 2799
Batch No: 002067 EXP: 01/13
Pancuronium Injection, pancuronium bromide 2 mg/mL, 2-mL amp D) (4 2642.85
packs of 10's
Batch No: 949064 EXP: 11/11
Special delivery charges > 150

Statement Details

Goods Total: 4253.25
Discount (%): 0
Delivery: 275

Insurance: 0

Subtotal: 4528.25
VAT (World Zero): 0.00
Previous Balance: 0

Total: 4528.25 GBP - Pounds sterling

Payment Method: Prepayment Thank You

Shipping Details

Packing: Gross Weight (Kg): 25
ONE BOX Net Weight (Kg): 21.25
Tariff: 30049099 Carrier: FEDEX
Declarations:

We certify that this invoice is true and correct.

w176 Horn Lane 4.

Q5" Acton, London W3 6PJ (\A

Tel: 020-8992-
a Fay: 0?0-8_9;92-21'%%2 o

Damage. shortage or leakage must be notified in writing to ourselves within 3 days. Non-Delivery within 14 days. Goods remain the property of Dream
Phama Lid, Until full payment has been received. Subject to our standard conditions of sale. E&OE

Company Registration Number: 4637884 VAT No. GB805-5541-41

Director: M. Alavi

Page 1 of 1
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C°W of Box LAREL

Delivery Address:

Arizona State Prison Complex - Florence
Attention: Carson McWilliams, Warden
1305 Butte Avenue

Post Office Box 629

Florence, Arizona

85232

602-364-3791

ATT: Arizona Customs Brokers
2153 E. Jones Ave.

Phoenix, Arizona 85040, USA
Robert Hornyan, President/Broker
(602) 273-0912

Port of Entry shall be Phoenix, Arizona,

without fail
Port of Unladen Memphis, Tennessee




Bryce, John *

From: Thomas, David -

Sent: Wednesday, October 27, 2010 12:19 PM

To: Solis, Daniel

Cc: Strickland, Evanguel

Subject: FW: Lethal injection pharmacology entry 574-0251128-5
Importance: High

Attachments: 574-0251126-5.pdf

Daniel:

Attached is the original email and documentation of the [ast of 2 entries.

David Thomas, DCM
FDA Investigations
Phoenix, Office

From: Thomas, David

Sent: Tuesday, October 26, 2010 B8:47 AM

To: Batista, Huascar R

Cc: Verbeten, John E. (ORA); Solis, Danlel; Strickiand, Evanguel
Subject: Lethal injectlon pharmacology entry 574-0251126-5

Importance: High
Husacar:

I have the same product coming into Phoenix Port of entry 2605, Sodium Thiopental,
imported by the same Arizona Department of Corrections (DOC), manufactured by the same
company, Dream Pharma Ltd. The entry is for the same purpcose, lethal injection
pharmacoloqgy.

Does the previous email notification, dated September 29, 2010, hold true for this
shipment?

Please find attached entry documentation for the above.

574-0251126-5.
pdf (407 KB)

Respectfully,

David Thomas, DCM
FDA Tnvestigations
Phoenix, Qffice

————— Original Message-----

From: Batista, Huascar R

Sent: Wednesday, September 29, 2010 10:35 AM

To: Thomas, David

Subject: RE: Entry 574-0250322-1: Lethal Injection Pharmacoclogy

Correct.



~~~~~ Original Message-----

From: Thomas, David

Sent: Wednesday, September 29, 2010 1:33 PM

Te¢: Batista, Huascar R

Cc: Sclis, Daniel; Strickland, Evanguel; Verbeten, John E. (CRA); Notzon, Stella; Bormel,

Frances Gail; Anderson, Kathleen R
Subject: RE: Entry 574-0250322-1: Lethal Injection Pharmacology

Huascar:

I am in receipt of your communication, thank you., To confirm, CDER is not objecting to
the release of the above entry of 3 pharmaceuticals from U.X.

Thank you for your timely reply. I will advise AZ DOC of the new FDA entry status.
Respectfully,
David Thomas, DCM

FDA Investigations
Phoenix, QOffice

————— Criginal Message-----

From: Batista, Huascar R

Sent: Wednesday, September 29, 2010 10:28 AM

To: Thomas, David

Cc: Solis, Daniel; Strickland, Evanguel; Verbeten, John E. (ORA); Notzon, Stella; Bormel,
Frances Gaill; Anderson, Kathleen R

Subject: RE: Entry 574-0250322-1: Lethal Injecticn Pharmacelogy

0) (9)

Huascar Batista
Imports & Exports Compliance Team Leader
Division of New Drugs and Labeling Compliance
Office of Compliance

Center for Drug Evaluation and Research

Food and Drug Administration

10903 New Hampshire Avenue

WO-51, 5374

Silver Spring, MD 20993

Tel: 301.796.3411

————— Original Message~=-=-=--

From: Thomas, David

Sent: Wednesday, September 29, 2010 12:57 PM

To: Verbeten, John E. (ORA}; Notzon, Stella; Batista, Huascar R; Bormel, Frances Gail;
Anderson, Kathleen R

Ce: Sclis, Daniel; Strickland, Evanguel

Subject: Entry 574-0250322-1: Lethal Injection Pharmacology

Importance: High

John:

The above entry of Lethal Injection pharmacology has been transmitted for the purpose of
execution of a Arizona prisoner.




The issue involves 3 products from manufacturer Dream Pharma, London, UK, FEI 3004744216.
Product 1) Thiopental Sodium NDC 000703-2556, product 2) Pancuronium Bromide NDC
000074~-4645, and product 3) Potassium Chloride Injectible NDC 0004639-6520 do not appear to
have valid DRLS numbers for the manufacturer. However, Dream Pharma 1s registered under
the aforementioned FEI.

Arizona Department of Corrections Director, Charles Ryan, 602-542-5225, has related in
previous correspondence that his agency must have these products in hand today to be
accountable to the Arizona Supreme Court by September 30, 2010 for the intended purpose
above. (see attached AZ DOC correspondence)

Currently the product is being trucked into Phoenix from Los BAngeles. Mmistakenly
routed the product from Memphis, TN to Los Angesles, CA instead of the planned flight to
Phoenix, AZ.

Lastly, T have attached the entry documentation and held the entry in my inbox, pending
Agency approval of a release.

May I hear from you scon,
David Thomas, DCM

FDA Investigations
Phoenix, Office

————— Original Message--—---

From: Verbeten, John E. (ORA}

Sent: Wednesday, September 2%, 2010 3:54 AM

To: Notzon, Stella; Batista, Huascar R; Bormel, Frances Gail; Anderson, Kathleen R
Cc: Thomas, David; Solis, Daniel

Subject: Re: Lethal Injecticn Pharmacolegy

0) (5)

————— Original Message ~====-

From: Netzeon, Stella

To: Batista, Huascar R; Bormel, Frances Gail; Anderson, Kathleen R
Cc: Thomas, David; Solis, Daniel; Verbetern, John E., (ORA)

Sent: Mon Sep 27 13:06:53 2010

Subject: FW: Lethal Injection Pharmacology

Huascar, et.al,

D) (5)

————— Criginal Message—----—-—

From: Thomas, David

Sent: Monday, September 27, 2010 11:33 AM
To: Notzon, Stella

Ce: Strickland, Evanguel; Sclis, Daniel
Subject: FW: Lethal Injection Pharmacology
Importance: High

Stella:

"FYI

Dave Thomas




FDA Imports
Phecenix, AZ

~~~~~ Criginal 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

~~~~~ Criginal Message-----

From: CHARLES FLANAGAN [mailto:CFLANAGRazcorrections.gov]

Sent: Friday, September 24, 2010 5:04 PM

To: Thomas, Dawvid

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
guantities 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 regquire 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
cflanagl@azcorrections.gov

David Thomas, DCM
FDA Investigations
Phoenix, Office
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