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Jackson, Valerie

From: O'Grady, Jordana

Sent: Wednesday, January 05, 2011 8:45 AM

To: Jackson, Valerie

Subject: FW: January 4, 2011 Letter to Margaret A. Hamburg, M.D. re: Sodium Thiopental

Importance: High

Attachments: Untitled.pdf

Jordana O'Grady
Office of the Commissioner
Food and Drug Administration
WO Building 1, Room 2217
P: 301.796.5000
F: 301.847.3531
jordana.o'grady@fda.hhs.gov

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

From: Brown, Keisha [mailto:kebrown@sidley.com]
Sent: Tuesday, January 04, 2011 4:06 PM
To: Commissioner FDA; Tyler, Ralph; Blumberg, Eric
Cc: dale_baich@fd,org; Berenson, Bradford; Klasmeier, Coleen
Subject: January 4, 2011 Letter to Margaret A. Hamburg, M.D. re: Sodium Thiopental
Importance: High

Sent on behalf of Coleen Klasmeier.

Keisha E. Brown
Assistollt to Coleen f(/(ISmeiel~

Peter Steelliand & Allison Fulton
Sidley Austill LLP
1501 [( Street NW
Washington DC 20005
202-736-8072/ ke.12rQwn@.Jiidley.cQill

IRS Circular 230 Disclosure: To comply with celiain U.S. Treasury regulations, we inform you
that, unless expressly stated otherwise, any U.S, federal tax advice contained in this
communication, including attachments, was not intended or written to be used, and cannot be
used, by any taxpayer for the purpose of avoiding any penalties that may be imposed on such
taxpayer by the Intemal Revenue Service. In addition, if any such tax advice is used or referred
to by other pal1ies in promoting, marketing or recommending any partnership or other entity.
investment plan or arrangement, then (i) the advice should be construed as written in connection
with the promotion 01' marketing by others of the transaction(s) or matter(s) addressed in this

1'<:'1'''11

Page I of2



Page 2 of2

communication and (ii) the taxpayer should seek advice based on the taxpayer's pmticular
circumstances from an independent tax advisor.
****************************************************************************************************
This e-mail is sent by a law firm and may contain illfonnatioll that is privileged or confidential.
If you are not the intended recipient, please delete the e-mail and any attachments and notify us
immediately.

****************************************************************************************************
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WASHINGTON. D.C. 20005

(202) 736 8000

(202) 738 8711 FAX
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bberenson@sidley.com

(202) 736 8971
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WASHINGTON. O.C.

By Email and Federal Express

Margaret A. Hamburg, M.D.
Commissioner of Food and Drugs
10903 New Hampshire Avenue
Silver Spring, MD 20993

Re: Sodium Thiopental

Dear Dr. Hamburg:

We write on behalf of clients of the Finn regarding sodium thiopental, a rapid-onset
short~acting barbiturate general anesthetic. Sodium thiopental is not generally recognized as safe
and effective (GRASIE), and it is not a "grandfathered" drug. It is, rather, an unapproved new
drug, and therefore cannot be introduced, or delivered for introduction, into interstate commerCe.
21 U.S.C. § 355(a). Nor can sodium thiopental presented for United States importation lawfully
be admitted into domestic commerce. Id. § 381(a). Moreover, because sodiwn thiopental is
unapproved. its safety and efficacy, whether intended for use in anesthesia induction or for other,
non-medical purposes, cannot be assured. Indeed, there are ample grounds to suspect the purity
and potency of sodiwn thiopental, based on reports ofgood manufacturing practice violations
affecting at least one important foreign source of the product. Unapproved sodium thiopental
has been associated with adverse events including anesthesia awareness (being conscious
notwithstanding the administration of an anesthetic) from failure of expected pharmacological
activity and tissue necrosis from improper administration technique.

Our clients are incarcerated individuals awaiting administration of sodium thiopental as
part of three·drug lethal injection protocols in various States, including California, Arizona, and
Tennessee. In October and November, respectively,'our co-counsel Dale Baich of the Capital
Habeas Unit of the Office of the Federal Public Defender for the District of ArizOna sent letters
to the Office of the Chief Counsel and to the Los Angeles District Office on behalfof another
individual in Arizona, who has since been executed. See Enclosure A (Baich letters). The
purpose of those letters was to encourage appropriate FDA personnel to investigate and take
action to'assure that ex~U.S. sources of sodium thiopental were not peIDlitted to enter the country
illegally.
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MargaretA. Hamburg, M.D.
January 4,2011
Page 2

We are not aware that any action has been taken in response to Mr. Baicb's requests.
Indeed, FDA has announced that it lacks the statutory authority to regulate sodium thiopental for
this purpose, and certain agency representatives appear to have detennined that the drug can be
allowed into the United States as an exercise in "enforcement discretion." See Enclosure B
(notice ofFDA action reflecting agency decision to release sodium thiopental to the State of
Arizona Corrections Department). We understand that additional sodiwn thiopental-a much
larger quantity than the Arizonashipment-more recently was released upon an FDA
determination to allow the drug to proceed into domestic commerce for use in lethal injection
procedures in California.

.We have been engaged to evaluate potential claims against FDA on behalf of our clients.
Based upon our preliminary review, we believe that FDA decisions allowing the importation of
sodium thiopental violate the clear terms of the FDCA. The decision whether to allow
unapproved new drugs to be imported into the United States is not a matter of enforcement
discretion for FDA but has instead been mude by Congress itself. It is reflected directly in the
text ofthe FDCA. Where there is no reasonable dispute that Ii new drug is unapproved, as is the
case with sodiUIll thiopental, FDA acts unlawfully if it allows the drug to be imported for any
purpose.

In contrast to the situation in Heckler v. Chaney, 470 U.s. 821 (1985). which involved a
petition that FDA regulate off-label use of approved drugs, here a court would have a statutory
standard against which to review the agency~s action (i.e., 21 U.S.C. § 381 (a». See Smoking
Everywhere, Inc. v. FDA. 680 F. Supp. 2d 62, 69 n.8 (D.D.C. 2010) (FDA argument that "import
decisions are committed to agency discretion" went "much too far" because 21 U.S.C. § 381(a)
provided "a meaningful standard" under Heckler), aff'd sub nom. Sot/era, Inc. v. FDA, 2010 U.S.
App. LEXIS 24883 (D.C. Cir. Dec. 7, 20] 0). Further, Heckler itselfheld that review would be
available ifFDA's decision were based on an erroneous interpretation of the scope of its
statutory authority or amounted to a complete abdication of its responsibilities under the FDCA.

In litigation; our requested relief would include a court order directing FDA to forbid
. illegal U.S. importation of sodiwn thiopental. In an effort to resolve the status of sodium
thiopental without resorting to litigation, we intend to seek a meeting with you and other
appropriate representatives of the agency to discuss our conclusions as to the viability ofour
clients' claims and any potential defenses. We expect that we will be prepared to have that
meeting as early as the middle ofJanuary.

In the interim, we ask that the agency decline to authorize the release into domestic
commerce ofany sodium thiopental, whether it is currently awaiting admission into the United
States or is presented for such admission at some future time. Ifadditional sodium thiopental
were to be allowed into the country before any litigation were commenced, then it could present

DCI 1886613v.l
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Margaret A. Hamburg, M.D.
January 4, 2011
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a number ofchallenges for agency personnel if a court were to direct recovery of the drug. We
believe that it would be in FDA's interest to seek to preserve the status quo by declining to
authorize the release into commerce of any sodium thiopental, at least until the agency has had
the opportunity to assess the strength of the legal arguments we are now developing, or perhaps,
ifwe fail to reach agreement on an appropriate way forward, until important questions regarding
FDA's responsibilities with respect to the drug can be resolved by the courts.

We expect to contact you within a matter of days to seek a meeting regarding our clients'
potential claims. In the meantime, if you have questions, please feel free to contact us. Thank
you for your attention to this important matter.

Coleen Klasmeier

Bradford A. Berenson

Dale A. Baich
Supervisor, Capital Habeas Unit
Office of the Federal Public Defender for the

District of Arizona

Enclosures

cc (w/encls.): Ralph Tyler
Rick Blumberg

DCI l&86673v.l
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Office ofthe
FEDERAL PUBLIC DEFENDER

for the District of Arizona
Capital Habeas Unit

850 West Adams Street, Suite 201
Phoenix, Arizona 85007

JONM.SANDS
Federal Public Defcnder

October 23,2010

via email ra.lph.tyler@fda.hhs.gov

Ralph S. Tyler, Chief Counsel
United States Department ofHealth & Human
Services, Food and Drug Administration
10903 New Hampshire Avenue
Silver Springs, Maryland 20993-0002

Dear Mr. Tyler,

direct 602.382.2816
800.758.7053

facsimile 602,889,3960
e-mail dalll_baich@fd,org

I am writing you concerning an urgent matter in the State of Arizona pertaining to
potential violations of the Food) Drug, and Cosmetic Act, which may result in immediate
harm to an Arizona citizen.

Recently I learned that the Arizona Department ofCorrections ("ADOCU
) may have

obtaineda quantity ofnon-FDA-approvedsodium thiopental that it intends to uaeon a human
being. The State ofArizona intends to use·the non~FDA-approved sodium thiopental as one
ofthe drugs in the planned execution of Jeffrey Landrigan. scheduled to take place at 1:00
p.m. Eastern DaylightTimeon Tuesday. October26. As discussedbelow, AssistantAttomey
General Kent Cattani admitted to the Arizona Supreme Court that the sodium thiopental
ADOC obtained foruse in Mr. Landrigan's execution is not a Hospiraproduct (which, as you
know, is the only FDA~approved manufacturer ofthiopental).

I am requesting that you expeditiously investigate whether the State ofArizona and
its agencies are in possession of a non-FDA-approved drug) and whether the State intends
to use it on a human being.
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Ralph S. Tyler, Chief Counsel
United States Department of HeaIth & Human
Services, Food and Drug Administration
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As you are undoubtedly aware, there is a shortage ofsodium thiopental in the United
States, I Hospira, Inc. (UHospiraH

) is the only manufacturer of sodium thiopental in the
United States, and its product is the only sodium thiopental that the FDA has approved for
use in this country. There are no FDA-approved manufacturers ofsodium thiopental outside
of the United States. OUf research has revealed that Hospira manufactured its last lot of
sodium thiopental in 2009.

On September 21) 2010, the Arizona Supreme Court scheduled Mr. Landrigan's
execution. A few days later, Assistant AttomeyGeneral Kent Cattani stated to the press that
the ADOC did not have sodiuin thiopental, and that he was not overly optimistic about
securing the drug.;! Mr. Cattani also stated thatthe ADOe had beenlooking not only to other
states, but also to other countries, to obtain sodium thiopental.3 On September 30) the ADOC
filed a letter with the Arizona Supreme Court, reporting that it had acquired the drug, but the
ADOC did not reveal its source. On October 20, Mr. Cattani admitted to the Arizona
Supreme COUlt that the ~odium thiopental the ADOC had obtained was notmanufactured by
Hospira.

Because we know that Hospira is the only manufacturer of sodium thiopental in the
United States, and that its product is the only sodium thiopental approved for use in the
United States, Mr, Cattani's admission to the Arizona Supreme Court suggests to us that the
thiopental the ADOC obtained was made by a foreign manufacturer.

The FDA controls manufacture and distribution of thiopental in this country.
According to Shelly Burgess, a spokesperson at the FDA, the agency "is not aware of any

~See ontry for "Pentothal (thiopental) Injection/'
http://www.fda.gov/drugs/dl1lgsafety/drngshortageslucm050792.htm.

lPaul Davenport, Ariz, Death Row Inmate to be Executed in Dctobert the Associated
Press, Sept. 23 t 2010,
http://www.trivalleyoentral.comlarticlesl201O/09/23/casa~ande_dispatch/around_arizonaldoc4c
9b81 d4aOfc9230808604.txt.

3Michael Kiefer, Arizona Obtains Drug Supply for Oct, Execution, Arizona Republic,
Oct. 1,2010,
http://www.azcentra1.com/arizonarepublic/looal/articlesl201 0/10/01/2010100 Ideathdrugsl001.h1
ml.
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firm currently able to supply thiopental to the U.S.... Acompany would need to submit an
application to the FDA in order to be considered for approval including approval for overseas
manufacturers of a drug for U.S. markets.1I4 I have received the name ofa local customs
broker through an anonymous phone call, which was identified as the source of the sodium
thiopenta1.s Ifthis infonnation is accurate, then ADOC's acquisition of sodium thiopental
through a customs broker, would appear to be different than the FDA's understanding as
expressed through the statement by Ms. Burgess.

.We beHeve that the ADOC may violate federallaw ifit administers sodium thiopental
that has not been approved by the FDA to Mr. Landrigan. We further believe that the
ADOe, by acquiring sodium thiopental from a foreign source, directly or indireotly, may
have violated the Food, Drug and Cosmetic Act CIFDCA") and the Controlled Substances
Act ("CSA"),6

The FDCA provides that "[n]o person shall introduce or deliver for introduction into
interstate commerce any new drug, unless approval of an application ... is effective with

4Michael Kiefer, Judge asks Arizona for execution-drug source. Arizona Republic,
October 22. 2010,
http://www.azcennal.com/community/pinaVarticles/2010/10/21/201 01021arizona-execution­
court-blocks-2nd-request.htm1.

SIn the 6vent'the FDA is interested in purSUing this matter, I will provide you with the
name of the local customs broker. .

6We understand the FDA has no authority to enforce the CSA. However, a referral to the
Drug Enforcement Administration may be appropriate.

Ifa controlled substances is imported into the United States IIfor medical, scientific or
other legitimate uses" (here it was not), the registered importer must file a controlled substance
import declaration not lat<:r than 15 calendar days prior to importation. 21 C.F.R. 1312.18(a) &
(b). The declaration must include the DBA registration number ofthe importer and import
broker, a complete description of the controlled substances, the quantity ofcontrolled substance,
DEA registration number of the recipient, date and foreign port ofexportation, and the name and
address of the consignor in the foreign country ofexportation, and any registration or license
numbers the consignor may be required to have by if the country ofexportation or under U.S.
law. 21 C.F.R. 1312.18(c).
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respect to each" drug.'" Furthennore l the pnCA requires "foreign establishments" that
manufacture drugs imported into the United States to register with the FDA.g To date, we
have seen no indication that the ADOC applied to import sodium thiopental, orthatits source
of the drug is registered with the FDA.

It is our position that an execution is not a "legitimate use" that would justify
importation of 1:\ non~FDA approved fonn of thiopental. SodIum thiopental is used to
anesthetize the prisoner so that he is insensate to the pancuronium bromide and potassium
chloride just as it is used in medical procedures, and the execution would be inhumane if it
sodium thiopental did not work as planned.

I believe that my concerns, which pertain to matters such as drug misbranding and
drug adulteration, fall under the authority oftwo divisions within the Office ofCompliance
(OCI): the Division of New Drugs and Labeling Compliance (responsible fOT, inter alia,
concerns about misbranding), and the Division of Manufacturing and Product Quality
(responsible fOf, inter alia, concerns about adulteration). Accordingly, I ask that you.
immediately refer this matter to those divisions for an emergency investigation. If those
investigations demonstrate that the ADOC intends to use anon~FDA-approved product, I ask
that the appropriate personnel consider obtaining a tempomry restraining order ("TROIt

)

against-at a minimum-·-ADOC staff, to enjoin those individuals who intend to administer
the non~FDA-approved thiopental to a human being-Jeffrey T. Landrigan. See FDA
Regulatory Procedures Manual § 6-2-3 ("FDA Recommends a TRO when the agency
believes that the violation is so serious that it must be controlled immediately,it). I also ask
that the Office of CompHanoe take any further action deemed necessary under the Food.
Drug, and Cosmetic Act, or any other relevant authority to prevent this and future
occurrences of any violations that OCI finds.

721 U.S.C. § 355(a).

• 21 U.S.C. § 3600). At the time ofregistratioD, the foreign establishment must file with
the Secretary a list of all drugs that are being ({manufactured, prepared, propagated. compounded,
or processed» for commercial distribution. 21 U.S.C. § 36O(j)(1). Ifa foreign establishment lists
"new drugs,U in its filing, it must also provide "a reference to the authority for the marketing of
such drug" and provide a copy offue labeling. 21 U.S.C. § 360(j)(1)(A).
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Again, this matter is urgent, I appreciate your expeditious COlisideration and review
of my request. You may reach me by email at dale_baich@fd.org or on my mobile at 602­
625-2111 should you need any additional infonuation.

Very truly yours,

Dale A. Baich, Supervisor
Capital Habeas Unit .

DABlkls

cc: Jeffrey T. Landrigan



omce of the
. FEDERAL PUBLIC DEFENDER

far the District of Ari7.ono
Capital Habeas Unit

850 West Adams Street, Suite 201
Phoenix. Arizona 85007

JON M. SANDS
Federal Public Defender

November 17) 2010

via email, original by Federal Express

Thomas Emerick) Assistant Special Agent in Charge
United States Department of Health & Human
Services) Food and Dmg Administration'
Office of Criminal Investigations
201 Avenida Fabricnnto) Suite 200
San Clemente, California 92672

Dear Mr. Emerick,

direct 602.382.2816
800.758.7053

facsimile 602,889.3960
e-mail dale_baich@fd.org

I am writing to report the importation into the United States of non-fDA-approved
sodiumthiopentaI for sale and distribution in the state of Arizona. I have infonnation that
an AJizona importer obtained the drugs from a distributor in Britain and then sold them to
the Arizona Department of Corrections CUADOC1

') for use in at least one execution. I am
writing to request that your office initiate an investigation into this importation ofnon-FDA­
approved sodium thiopental for sale and distribution.

As you may lrnow, there is a shortage of sodium thiopental in the United States. I

Hospira, Inc. (lCHospira") is the only manufacturer ofsodium thiopental in the United States,
and its product is the only sodium thiopental that the FDA bas approved for use in this
country. There are no FDA-approved manufacturers of sodium thiopental outside of the
United States. Our research has revealed that Hospira manufactured its last lot of sodium
thiopental in 2009.

"ISee entry for IIPentothal (thioPental) Injection,''http://www/fda.gov/drugsldrugsafety/
drugshortages/ucrn050792.htm.
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On October 25, Arizona Attorney General Terry Goddard told a reporter that the
sodium thiopental the state intended to use during the upcoming execution of Jeffrey
Landligan was imported from Great Britain,2 State officials previously confinned that the
sodium thiopental the state intended to· use in the Landrigan execution was not a Hospira
product. Arizona subsequently used this non-FDA~approved drug to anesthetize Mr.
Landrigan in his execution on October 26,2010,

As stated above, myunderstanding is that foreign-made thiopental is not approved for
use on humans in this country. According to ShellyBurgess, aspokesperson at the FDA, the
agency "is not aware of any finn currently able to supply thiopental to the U.S.... A
company would need to submit an application to the FDA in order to be considered for
approval including approval for overseas manufacturers of a drug fOT U.S. markets.")

Tam willing to assist your investigation in any way that I can, and ifyou initiate an
investigation and find thatnon-FDA~approved sodium thiopental has been imported illegally
into the United States, I ask that you work with federal law enforcement to take all
appropriate measures, particularly to prevent future violations of the law.

I appreciate your consideration and review of my request. You may reach me by
email at dale_baich@fd.org or at 602-382-2816 S110uld you need any additional infonnation.

Very truly yours,

)~A~~
Dale A. Baich, SUpervisol'
Capital Habeas Unit

DAB/nar

2Michael Kiefer, U.S. Supreme Court Clears Way for Execution, Arizona Republic,
Oct. 26, 2010, http://www.azcentraJ.comlnews/articles/2010/10/25/20101025 arizona­
execution-temporary~ halt.html

3Miohael Kiefer, Judge asks Arizona for execution-drug source, Arizona Republic,
October22,2010, http://www.azcentral.comlcommunity/pinallarticles/2010/10/21/20101021
arizona~execution-coui1-bJocks-2nd-request.html.
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