PROVINCE OF ONTARIO
CITY OF BURLINGTON

DECLARATION OF LARRY D.SASICH, PharmD MPH FASHP

1. My name is Larry D. Sasich, PharmD, MPH, FASHP. 1 am over the
age of twenty-one and competent to testify to the truth of the matters contained
herein. The factual statements I make in this affidavit are true and correct to the
best of my knowledge and experience. The opinions I express in this statement are
made to a reasonable degree of scientific certainty.

2. I am a Consultant specializing in drug safety and efficacy issues. My
experience and qualifications, in part, include: Chairperson of the Department of
Pharmacy Practice at the LECOM School of Pharmacy in Erie, Pennsylvania,
consultant to Public Citizen’s Health Research Group, Washington, DC, and I have
also served as the Consumer Representative on the Food and Drug
Administration’s Science Board, an advisory committee to the Commissioner of
the Food and Drug Administration. I have also served as a consultant to the Saudi
Food and Drug Administration in Riyadh, Saudi Arabia.

3. I have a Masters in Public Health, with an emphasis in biostatistics
and epidemiology and from The George Washington University and a Doctorate of

Pharmacy from University of the Pacific. I have completed a residency in nuclear



pharmacy from the University of New Mexico. I have also been elected a Fellow
in the American Society of Health-System Pharmacists (FASHP). I have also
authored publications and/or presented analysis on drug safety issues. A complete
list of my publications and presentations are listed in my Curriculum Vitae, which
1s appended to this statement.

4. I have been asked by counsel representing Warren Lee Hill, a death-
sentenced Georgia prisoner, to provide opinions on the use and practice of
compounding pharmacy in the United States. In particular, I have been asked to
comment on the intention of the Georgia Department of Corrections to employ a
compounding pharmacist to compound drugs — in this case pentobarbital - intended
for use in lethal injection. Counsel for Mr. Hill has asked me to review the
processes involved in compounding and assess whether there is a substantial risk
of serious harm in using compounded drugs for this purpose.

5. I have reviewed materials provided by the Office of the Georgia
Attorney General and Georgia Department of Corrections (DOC) in response to a
request by the Georgia Resource Center for information pertaining to the DOC’s
lethal injection protocol and lethal injection drugs. I am aware that a new Georgia

law shields from public scrutiny the identity of the manufacturer of lethal drugs,



any middlemen or supply chain handlers, prescribing or other physicians involved

in the execution process, pharmacists, compounding pharmacies, and so on.

| Pharmacy Compounding Review

6. Pharmacy compounding is a traditional practice of the profession of
pharmacy that does not involve the creation of drugs from scratch, using active and
inactive ingredients, to meet the individual needs of a patient that cannot be met
with an FDA-approved product for medical reasons, according to a legal
prescription for an individual patient. This definition reflects essential elements
that distinguish traditional pharmacy compounding, for which FDA generally
exercises enforcement discretion, from the non-traditional practice, which is
regulated if at all only by the states.

7. However, over the past several decades, the traditional, medically-
driven, therapeutically essential role of compounding, where federal standards are
compromised for critical medical need, has been leveraged by marketing experts to
legitimize a substandard drug industry, supported and driven by profiteering
chemical distributors and other entities, who provide training and supply active and
inactive ingredients, compounding equipment, recipes, and marketing tools for
growing compounding businesses. This industry operates in a “grey market,”

where profits associated with compounding what are essentially copies of FDA-
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approved products, produced in non-federally regulated drug manufacturing
processes, have trumped industry concerns about the legality of the practice.

8. Non-traditional compounding pharmacy practice is more consistent
with drug manufacturing. Under the guise of the traditional practice, pharmacies
avoid the costs of drug development and testing to prove their products are pure,
potent, safe and effective, and they avoid the substantial costs associated with
maintaining compliance with federal manufacturing oversight, while at the same
time charging equivalent or even higher prices for their products, where the finely
honed marketing term “customized” may impart a designer-quality and perceived
added value to the product. Unlike manufacturers, compounding pharmacies are
generally not subject to the drug approval process and rigorous checks and
regulatory procedures required under federal Good Manufacturing Practices
(GMPs). Compounding pharmacies do not adhere to federal labeling regulations
that require a summary of risks in all advertising; where all materials and
statements must truthfully and fully disclose risks of the product. The
circumvention of requirements for truthful disclosure of risk perpetuates public and
prescriber misunderstanding regarding the efficacy and safety of drugs mixed in

pharmacies. Indeed, it is challenging for compounding pharmacists to define risks



associated with compounding untested and unapproved new drugs without
necessary expertise in federal manufacturing oversight.

0. A compounding pharmacist may mistakenly conclude that drugs made
according to the enforceable sterile compounding standards issued by the United
States Pharmacopeia (USP) Chapter 797 have a high degree of sterility assurance,
compared to the federal standard for sterility when, in fact, experts have concluded
the opposite: that drugs compounded in accordance with USP Chapter 797 have a
low standard of sterility assurance compared to the federal standard. Yet, this
very basic risk information is not conveyed to prescribers or patients.

10. Similarly, a pharmacist may have confidence in her ability to
accurately measure or weigh individual ingredients and extend this confidence as a
quality measure for the finished compound. However, if the pharmacist is starting
with an adulterated or counterfeit chemical that would go unrecognized in a
pharmacy setting, accurate measurement of chemicals can not remedy an already
adulterated or otherwise unsafe product with respect to identify, purity, potency, or
harmful contamination. Despite a pharmacist’s best efforts, there are parameters
beyond their professional control that build risk and uncertainty into all
compounded products. This is precisely why FDA approval and oversight is

critical for U.S. pharmaceuticals.



11. Compounded drugs do not meet such requirements for purity,
potency, efficacy and safety. Existing outside of the gold-standard FDA regulatory
framework which ensures the quality, safety and efficacy of manufactured
pharmaceutical drugs, compounding pharmacy represents an emerging,
substandard drug industry responsible for making large quantities of unregulated,
unpredictable and potentially unsafe drugs. Not all pharmacies operate in the non-
traditional, unregulated, supplier-driven compounding markets, but there is an
increase in those that do.

12.  Compounded drugs are not FDA-approved for any purpose. This
means that the FDA has not verified their safety or effectiveness or the quality of
their manufacture. Counterfeit or substandard ingredients, and/or poor practice on
the part of drug compounders, often results in drugs which are contaminated, sub-
potent or super-potent, which do not have the strength, quality or purity
represented on their labeling or required for the safe and effective treatment of
patients. The potential harm associated with the use of such contaminated or sub-
potent drugs is extremely high.

13. In Mr. Hill’s case, the compounding pharmacist will perform a non-
traditional form of compounding, manufacturing what is essentially a copy of an

FDA-approved pentobarbital drug product, not pursuant to a learned



intermediary’s determination that an FDA-approved product cannot be used for
medical reasons, but for the use in Mr. Hill’s execution. Because neither the
pharmacist nor the prescribing physician is fulfilling the professional role as Mr.
Hill’s learned intermediary, this non-medically directed compounding is
tantamount to drug counterfeiting. The resulting dosage form is experimental and
unpredictable in both composition and with respected to intended and unintended,

adverse effects.

II.  Ingredients Used In Compounding Pharmacy Are Suspect

14.  The quality of raw bulk product, or Active Pharmaceutical Ingredients
(“APIs), used in compounding is suspect. Compounding pharmacies have been
found to be a primary route of entry for counterfeit bulk drugs, which pose a real or
potential health hazard because their manufacturer is often unknown, for which the
impurity profile is unknown, and the age, the storage, the manufacturing
environment, or the synthesis of the product cannot be determined, creating a
situation where no amount of finished product testing can build quality into the
product. Further, FDA oversight and monitoring of the flow of counterfeit drugs is
substantially lacking.

15. Compounding pharmacists generally do not have the ability to test
chemicals for identity, potency, purity and contamination. For example, because
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of Georgia’s secrecy laws, it is unknown whether, but unlikely that, the pharmacist
in this case is capable of conducting testing which could be used to confirm the
identity of the chemical, and to identify the presence of harmful contaminants that
pose an immediate safety threat if administered intravenously (such intrinsic or
extrinsic contaminants can be introduced during chemical manufacture or at any
point during the chemical’s synthesis; nor is there any available information) again
because of Georgia’s secrecy laws -- as to whether the pharmacist intends to have
either the active and inactive chemical ingredients, or the finished, compounded
dosage form tested using robust methods of analysis.

16. The ability to trace the raw API chemicals used in compounding back
to the original manufacturers for information on quality, packaging, storage,
shipment conditions and chains of custody from a chemical’s cradle to grave is
incredibly difficult even without the layer of secrecy added by Georgia law. The
active ingredients used in the compounding pharmacy may come from the grey
market, having been produced in non-FDA-registered, non-FDA inspected
facilities. Ambiguous or false marketing statements are frequently used to mislead
physicians into authorizing prescriptions for non-FDA-approved prescriptions.
The prescribing physician may believe that if ingredients are FDA-approved; they

must be safe to use in compounding. However, such a belief would rest on a false



assumption. In fact, the FDA does not approve chemical ingredients: it approves
products in their finished dosage forms, with packaging and labeling to support
safe use. Chemicals used in compounding are highly suspect, and there is no
practical way to verify their quality, constitution or uniformity in limited pharmacy
settings.

17.  The ingredients often come from plants in China or India, which may
or may not be registered with or have records of inspection by the US FDA. In this
case, there is no evidence that the pentobarbital sodium selected for use in the non-
traditional compounding of what is essentially a copy of an FDA-approved drug
has been produced in an FDA-registered and inspected facility. Plants in China
have been identified in which pesticides are manufactured using the same
equipment as is used to make active ingredients.

18. In this unregulated market, a chemical labeled to represent a certain
active ingredient may actually contain another, quite different ingredient. This has
been identified historically for chemicals distributed in large quantities to
pharmacies throughout the nation for use in compounding.

19. There can be no guarantees that active ingredients purchased from the
grey market are safe for use, are not contaminated, or even contain the ingredient

listed on the product label. Furthermore, because chemicals may not have been



manufactured in an FDA-registered facility under current GMP standards, there
can be no assurance as to the quality variation from lot to lot or container to
container. Thus, testing for one lot of a chemical does not prove that a subsequent
lot would have the same characteristics as the lot that was tested, and testing would
provide only very provisional indication of its suitability for compounding given
the unknown disposition of the chemical in the timeframe from testing to
pharmacy compounding and use.

20. It is essential to use ingredients manufactured by FDA -registered and
inspected manufacturers in order to ensure the quality of the final product. If poor
quality ingredients are used, even the best compounding practices will not build
quality and suitability into the final product. The compounded drug may be
contaminated, super- or sub-potent, making it unpredictable and potentially
dangerous in that it may pose a high risk of pain and suffering to the “patient” to
whom it was administered.

21.  Georgia DOC did not disclose any evidence that the API in this case
was manufactured in an FDA-registered facility. There is also no evidence that the
API meets U.S. Pharmacopeia standards required for the finished dosage form as
there is no way of knowing the current quality of the API in the bottle, after

manufacture and initial testing (if performed), and after supply-chain, repackaging
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and pharmacy handling. The use of this ingredient that may not have preliminary
evidence and additional verification of production in a facility that is registered and
inspected by FDA in any compounding process introduces unacceptable risk of
harm and is ill advised.

22. Pentobarbital injection compounded from unverified ingredients pose
a substantial risk of harm from the ingredients alone: the use of untested,
inadequately tested and/or non-validated formulas and compounding methods,
environmental controls and container packaging, coupled with lack of instructions
for safe use introduces very high burdens of uncertainty and risk of harm. These
risks of harm include sub- or super- potency, contamination with dangerous
allergens or substances that may cause immediate anaphylactic reactions,
contamination with bacteria or fungus, and even the administration of an entirely
incorrect chemical or active ingredient.

23. Recently in the wake of a fungal meningitis outbreak due to
contaminated injectable steroids manufactured by a Massachusetts compounding
pharmacy, the FDA has increased its scrutiny of compounding pharmacies and
found widespread safety risks for 30 of 31 pharmacies inspected. Unlike
manufacturers, compounding pharmacies do not have to adhere to the rigorous

FDA-approved procedures for manufacturing sterile drugs. The U.S. Food and
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Drug Administration cannot verify that drugs produced in compounding
pharmacies are safe and effective for therapeutic use, and so doctor(s) and
compounding pharmacist(s) involved in the prescribing and manufacture of drugs
used for non-therapeutic lethal injections should have even less confidence in their
purity and potency, and subsequently their intended and unintended effects.

24.  Several studies, including a survey conducted by FDA in 2001, have
reported a high prevalence of quality problems with various pharmacy-
compounded drugs, including sub-potency, super-potency, and contamination. A
survey of compounded drug products was conducted by the FDA in 2006 to
explore these issues further. The results showed that thirty-three percent of the
compounded drugs failed analytical testing using rigorously defensible testing
methodology. Further testing by the Missouri Board of Pharmacy, which is the
only state which regularly tests compounded drugs, revealed that compounded
drugs fail tests for potency and purity on average around twenty-five per cent of
the time, an unacceptable failure rate consistent with rates observed by FDA. This
is an extremely high failure rate, further supported by recent FDA inspection
observations related to absent or limited sampling and testing of compounded drug

products that would serve to identify substandard products prior to distribution.
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II1.  Risks of Using Compounded Drugs of Unknown Provenance in
Lethal Injections

25. To use drugs from compounding pharmacies in the execution by lethal
injection of a prisoner presents a substantial risk that the drugs will not work
effectively for the intended process. Compounded pentobarbital may give rise to a
completely unanticipated response including, an allergic or anaphylactic reaction
to an unidentified adulterant arising from intrinsic contamination of the ingredients
or extrinsic contamination during the compounding procedure, or a pulmonary
embolism arising from unanticipated drug incompatibilities, or partial or complete
lack of effect due to ingredient tampering or controlled drug diversion after
analytical testing, circumstances that would be expected to prolonging the anguish
of the execution. Highly unpredictable, rapidly evolving and potentially painful
and agonizing, not to mention life-threatening, reactions may ensue should the
pentobarbital be contaminated by endotoxins or exotoxins. Similarly, should solid
particulate matter of any kind contaminate the solution or precipitate out of
solution during intravenous injection, there is a substantial risk of pain and
suffering upon injection of the solution. Additionally, should the pH (acidity) of
the solution be incorrect, Mr. Hill could experience a burning sensation as it is

being injected.
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26. The use of non-sterile and potentially contaminated active ingredients
creates a serious risk of harm, including primary risks of infection and toxic blood
reactions from bacterial, fungal and endotoxin contamination. Chemical
degradation may be accelerated by the presence of adulterants or growing
organisms, and larger than expected moisture content may result in inaccurate
weighing. Such initial compounding conditions could result in products that may
be sub-potent and fail to attain their expected actions.

27. The dosage form may fail to attain or maintain its ideal pH, increasing
the likelihood of a burning sensation upon injection, or that it could form
precipitates, or solid particles of drug and other substances, which in the most
serious of cases could result in painful pulmonary embolism if administered
intravenously.  Bacteria and fungus are living organisms that grow and
reproduce—their present and metabolic capacity in a solution may alter important
quality attributes of the solution, including final pH, with the potential to create
instability and/or incompatibility with human blood. In this case, compounding a
copy of a non-human formulation, untested in humans and with a higher
concentration compared with the FDA-approved human formulation is planned for

injection is not safe and presents an unacceptable risk that the injection of the
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compounded pentobarbital will, for a wvariety of possible reasons, cause
unnecessary and lingering pain and suffering.

28. There is also a substantial risk that the Georgia DOC will administer a
sub-potent dose of pentobarbital, resulting in less than effective CNS depression
and an increased potential for a protracted period of only partial response, resulting
anxiety and manifestations of known adverse events associated with pentobarbital
including symptoms of acute intoxication, life-threatening but not fatal respiratory
depression, and/or paradoxical stimulation. The pentobarbital solution will be
made of a proportion of water and active ingredient. There does not appear to be
any mechanism within Georgia’s execution protocol to adjust measurements to
account for the hygroscopic (water absorbing) nature of the chemical. In all
circumstances, non-adjustment for the hygroscopic nature of a chemical will result
in a concentration lower than the intended concentration. The difference will
depend on the actual water content of the API. If unaccounted for, this known
reduction in potency owing to water content adds to other concerns regarding the
purity and potency of the drug as it exists at the time of compounding, its potential
for degradation after initial testing, its potential for intentional or unintentional
adulteration, its potential for mislabeling, all of which, added together, increase the

risk of formulating a sub-potent dosage form. If pentobarbital is administered in a
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non-lethal dose, Mr. Hill can experience symptoms of acute but not lethal
intoxication including nausea and vomiting, symptoms of life-threatening but not
fatal respiratory depression and corollary organ damage, and paradoxical central
nervous system excitation.

29. There is also a risk that compounding error could result in a super- or
sub- potent injection. The administration of a super-potent drug may result in the

patient experiencing suffocation and gasping for breath.

V. Compounded Pentobarbital In Mr. Hill’s Execution

30. In conclusion, compounded drugs have been shown to be unreliable in
purity, potency, safety and effectiveness, and have contributed to significant
morbidity and mortality threatening U.S. public health and safety. This should be
expected due to the abject lack of regulation and oversight of the compounding
pharmacy industry. The FDA states categorically that, because of their very
nature, the safety and effectiveness of compounded drugs cannot be established.
Drugs that are manufactured in developed and even developing countries with
federal oversight of drug manufacturing are likely to be of a better quality and
uniformity compared to compounded drugs produced without federal oversight in
the United States. Here, we have none of the assurances afforded by US FDA or
EU oversight, and in this case, the manufacturer of the API (and middlemen) are

16



undisclosed due to Georgia secrecy laws and possibly unknown to both the
prescribing physician and the compounding pharmacist.

31. Compounded drugs exist outside of the FDA regulatory framework
and their quality, safety and effectiveness cannot be assured. In fact, they have a
much higher probability of being substandard (sub- or super- potent, contaminated
or of poor quality). In the context of executions by lethal injection, introducing a
further element of unpredictability by using compounded drugs is reckless and
dangerous.

32. Starting with poor quality and/or contaminated pentobarbital sodium
API, combined with potential errors in compounding and lack of adherence to
GMP guideline and sterility standards, is likely to result in substandard,
contaminated or super- or sub-potent pentobarbital. There is a serious risk that if
such drugs were used in an execution by lethal injection, they would not work in a
predictable manner, and could cause serious pain upon injection, considerable
mental anguish and anxiety, and thereby put Mr. Hill at substantial risk of serious,

unnecessary and substantial harm and mental anguish.
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33.  Iswear under pain and penalty of perjury that the foregoing is true

and accurate to the best of my knowledge.

Dated this _| & day of "T¥ \\_; , 2013.

2l

fmy D. Sasich,
839 Main Street West, #3
North Bay, PIB 2V8 Ontario,
CANADA
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CURRICULUM VITAE

Larry D. Sasich, Pharm.D., M.P.H., FASHP
839 Main Street West #3
North Bay, P1B 2V8, Ontario

Canada
I
|
EDUCATION
1995 to 1997 Master of Public Health - Epidemiology

The George Washington University School of
Public Health and Health Services
Washington, D.C.

1974 to 1975 Doctor of Pharmacy
University of the Pacific
College of Pharmacy
Stockton, California

1966 to 1970 Bachelor of Science Pharmacy
Idaho State University
College of Pharmacy
Pocatello, Idaho

RESIDENCY

1986 to 1987 Nuclear Pharmacy
University of New Mexico
College of Pharmacy
Albuquerque, New Mexico

PROFESSIONAL LICENSES

1970 to Present California RPH 27094



PROFESSIONAL EXPERIENCE

April 2013 to date

July 2007 to April 2013

November 2009 to 2012

2007 to 2009

2006 to 2007

2005 to 2006

2006 to 2008

Consultant, Drug Policy, Drug Safety and
Efficacy
North Bay, ON Canada

Consultant,

Saudi Food and Drug Authority

3292 Northern Ring Rd. Al Nafal District
Riyadh, Saudi Arabia

Consultant,

Public Citizen’s Health Research Group
1600 20th Street, NW

Washington, D.C. 20009

Chairman,

Department of Pharmacy Practice
LECOM School of Pharmacy
1858 Grandview Blvd.

Erie, PA 16505

Acting Chairman,

Department of Pharmacy Practice
LECOM School of Pharmacy
1858 Grandview Blvd.

Erie, PA 16505

Assistant Professor,

Department of Pharmacy Practice
LECOM School of Pharmacy
1858 Grandview Blvd.

Erie, PA 16505

Consultant

Centre for Science and the Public Interest —
Canada

Suite 4550, CTTC Bldg.

1125 Colonel By Drive

Ottawa, Ontario K1S 5R1

Canada



PROFESSIONAL EXPERIENCE

2005 to 2007

2005 to 2006

1995 to 2005

1991 to 1995

1993 to 1996

1992 to 1995

1988 to 1990

1985 to 1988

Consultant

Public Citizen’s Health Research Group
1600 20th Street, NW

Washington, D.C. 20009

Consultant

Canadian Agency for Drugs and Technologies
in Health

600-865 Carling Avenue

Ottawa, Ontario K1S 5S8

Canada

Research Analyst

Public Citizen’s Health Research Group
1600 20th Street NW

Washington, D.C. 20009

Drug Information Pharmacist

King Faisal Specialist Hospital and
Research Centre

Riyadh 11211, Saudi Arabia

Adjunct Clinical Faculty
Welch School of Pharmacy
University of Wales

Cardiff, Wales

Clinical Instructor

College of Pharmacy

King Saud University

Riyadh, Saudi Arabia

Graduate and Undergraduate Teaching

Clinical Pharmacist
St. Helens Hospital and Health Center
St. Helens, OR

Emanuel Hospital and Health Center
Portland, OR

Associate Professor of Clinical Pharmacy
Idaho State University

College of Pharmacy

Pocatello, Idaho

Promoted and Tenured July 1, 1984



PROFESSIONAL EXPERIENCE

1983 to 1984

1982 to 1983

1979 to 1982

1976 to 1979

1975 to 1976

1970 to 1974

HONORARY SOCIETIES

1982
1982

Assistant Professor of Clinical Pharmacy
College of Pharmacy

Idaho State University

Pocatello, Idaho

Acting Associate Dean for Student Affairs

Assistant Professor of Clinical Pharmacy
College of Pharmacy

Idaho State University

Pocatello, Idaho

Director of Professional Practice

Assistant Professor of Clinical Pharmacy
College of Pharmacy

Idaho State University

Pocatello, Idaho

Director, Idaho Drug Information Service and
Regional Poison Control Center

Assistant Director of Pharmacy Services
USA MEDDAC
Berlin, West Germany

Staff Pharmacist
USA MEDDAC
Wuerzburg, West Germany

Pharmacist
Baneth's Pharmacy
Menlo Park, CA

Rho Chi
Sigma Xi



AWARDS

2000 Distinguished Person of the Year —
Pharmacists Planning Services

1995 Fellow American Society of Health-System
Pharmacists

1986 Ciba-Geigy Leadership Award

1983 Outstanding Service — ldaho Board of
Pharmacy

1982 Phi Delta Chi Faculty Achievement Award

APPOINTMENTS

2009 FDA Science Board Sub Committee on the Center for Food
Safety and Applied Nutrition (CFSAN)

2008 FDA Science Board Sub Committee on the review of the
National Center for Toxicological Research

2007 Grant Reviewer
U.K. Economic and Social Research Council
Large Grant proposal: Governance of Pharmaceuticals and
Health

2007 Consumer representative, Science Board to the Food and
Drug Administration — advisory committee to the FDA
Commissioner

2007 Pennsylvania Pharmacists Association Pharmacy
Compounding Task Force

2006 Food and Drug Administration Pediatric Advisory Committee
November 16, 2006 — substitute consumer representative

2006 Reviewer PLoS Medicine

2000 Reviewer for the Western Journal of Medicine

2000 Reviewer for the Journal of the American Medical
Association

1996 Department of Health and Human Services Steering

Committee for the Collaborative Development of a Long-
Range Action Plan for the Provision of Useful Prescription
Drug Information

1996 Department of Health and Human Services, Food and Drug
Administration, Consumer Consortium



APPOINTMENTS

1995 Reviewer for the Saudi Pharmaceutical Journal

1993 Reviewer for the Annals of Saudi Medicine

1986 Reviewer for Annals of Pharmacotherapy

1987 Idaho Delegate to Western Regional Conference on Clinical
Pharmacy Practice

1985 Idaho Health Systems Ethics Conference Task Force

1984 American Pharmaceutical Association Committee to prepare
accreditation standards for a community pharmacy residency

1982 Assistant Editor DRUGDEX®

1981 USP Dispensing Information Contributors Panel
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Kent Diveley, M.D. August 4, 2014
Diveley Medical Corporation

1205 Pacitic Highway # 2603

San Diego, CA

92101

MEDICAL REPORT

1.  Mynameis Dr. Kent Diveley. | am aboard certified Anesthesiologist infull time
clinical practice at Scripps Mercy Hospital, a level one trauma center located in
San Diego, California. | have practiced as an Anesthesiologist in San Diego since
1990. At Mercy hospital I've held positions as the Chief of Anesthesia, Chief of
Surgery, and Chief of the Medical Staff. Currently hold the positions of Medical
Director of the operating room and Chair of the Credentials Committee. Included
is a copy of my curriculum vitae.

2. 80 percent of my work is providing clinical anesthesia care. The other 20 percent is
devoted to administrative work. This is the first time |have been asked to provide
testimony in a lethal injection case. lam not an academic physician and have not
published literature in this area. Personally I've attended more than 20,000
patients undergoing anesthetics for awide range of procedures and am intimately
familiar with the clinical applications of the drugs used for lethal injection in the
state of Ohio. Itisfrom my many years of work in rendering patients unconscious
and working with these medications that Idraw my opinions and conclusions in
this case.

3. lam providing my opinions regarding the State of Ohio Department of
Rehabilitation and Correction Policy 01-COM-11, effective October 10,2013 for
execution by lethal injection and its application to Dennis B. McGuire, January 16,
2014.

4. Informing my opinions and conclusions, Ihave reviewed the following documents:

>

. State of Ohio Department of Rehabilitation and Correction execution policy.
(effective date October 10, 2013).

B. Death Certificate, Dennis B. McGuire January 16, 2014

C. Affidavit of Amber N. McGuire January 24, 2014

D. Affidavit of Dennis R. McGuire January 24, 2014

E. Document labeled "Execution Time Line"

F. Ohio Department of Rehabilitation and Correction After Action Review January
16,2014

G. Death Warrant

H. Ohio Department of Rehabilitation and Correction Executive Summary April
28,2014

|. Package insert for Versed and Dilaudid
Declaration of Dr. David Waisel
K. Expert Declaration of Dr. Mark Dershiwitz

<«
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5. Inthe Department of Rehabilitation and Correction Standards for Execution it
states all execution processes shall be performed in a professional, humane,
sensitive, and dignified manner. The question is did the state of Ohio comply with
its own policy in the execution of Dennis B. McGuire using the method chosen to
carry it out.

6. The State of Ohio used a combination of two drugs given intravenously for the
execution. 10 mg. of midazolam and 40 mg. of hydromorphone were
administered. These are both drugs which are used frequently in the clinical
practice of Anesthesia and thus familiar to any practicing Anesthesiologist.

7. Midazolam is used as a sedative and as an adjunctive drug in general anesthesia.
To render an individual unconscious much higher doses would be needed. An
Anesthesiologist would not depend on a 10 mg dose of midazolam to provide for
total loss of memory, or to produce an unconscious state.

8. Hydromorphone is an older narcotic used to treat pain and or noxious stimuli. In
higher doses like the one used in the execution it will cause respiratory depression
and eventual death due to a lack of oxygen and metabolic disturbance related to
the retention of carbon dioxide. This drug would not be depended on to render a
person immediately unconscious.

9. Neither of these drugs combined in the doses used can be depended upon to
produce a rapid loss of consciousness and death. It is possible that when this
combination of drugs is used for lethal injection there will be a delay of several
minutes before the inmate loses consciousness preceding death. Mr. McGuire
was noted to be straining against his restraints, struggling to breathe, and
making hand gestures. More likely than not these represent conscious voluntary
actions by Mr. McGuire. They exemplify true pain and suffering in the several
minutes before he lost consciousness. To a degree of medical certainty this was
not a humane execution.

10. These drugs do not fulfill the criteria set forth by the state of Ohio. They do not
provide for an execution in a professional, humane, sensitive, and dignified
manner. Allowing the inmate to suffer for a prolonged period struggling to get free
and gasping for air before death certainly is not dignified nor humane.

11.  There are other drug combinations that could be used to render the inmate
immediately unconscious leading to a dignified and expeditious death. The State
of Ohio needs to reconsider the drug combinations they are currently employing.
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Otherwise other inmates in the future could suffer egregious inhumane deaths
like Mr. McGuire.

Respectively submitted,

Kent Diveley, M.D.
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AFFIBAVIT OF LARRY D. SASICH

My name is Lany D. Sasich, PharmD, MPH, FASHP. I am over the age -of twenty-

- one and competent to testify to the truth of the matters contained herein. The

| factual statements T make in fhis affidavit are true and correct to the best of my
knowledge and experience. The opinions I express in this statement are made to a
reasonable degree of scientific certainty,
I am a Consultant specializing in drug safety and efficacy issues. I have a Masters
in Public Heelth, with an emphasis in biostatistics and epidemiology, from George
Washington University, and a Doctorate of Pharmacy from University of the
Pacific. I completed my residency in nuclear pharmacy at the University of New
Mexico. I have been elected a Fellow in the American Society of Health-System
Pharmacists (FASHP), and have authored numerous publications and/or presented
amalysis on drug safety issves. Among other positions, in 2008 and 2009 I was
appointed to the Science Board of the Food and Drug Administration (FDA), and in
2007 served on the Pennsylvania Pharmacists Association Pharmacy Compounding
Task Force. My Curriculum Vitae, which is appended to this statement, details my
experience and qualifications,
Counsel representing Texas death- sentenced prisoners asked me to provide opinions
on the use of compounded pentobarbital in executions performed i)y the Texas
Department of Criminal Justice (TDCT). Specifically, counsel agked me to review the
processes involved 1n. compounding, and assess the potential risks resulting from the

use of compounded pentobarbital, including that provided by Woodlands Pharmacy, in




an execution scenario. In preparation, I was provided and reviewed the following
documents, attached to this Declaration:

a. Execution Protoco} of Texas Department of Criminal Justice dated July 2012,

b. Eagle Analytical Services Lab Report dated September 23, 2012

¢. Documents sent by Woodlands Compounding Pharmacy to Bobbie Stratton on

Qctober 4, 2013, congisting of 15 pages; and

d. TDA 483 issued to Eagle Analytical Services on June 17, 2103.
I as also independently aware of the 483 jssued to Professional Compounding
Centers of American (PCCA), and the 2006 seizure of 300 vials of misbranded Active
Pharmaceutical Ingredients {APIs) intended for sale to compounding pharmacies for
use in compounding human drugs.
I previously provided a declaration to the lawyers representing Georgia death row
inmate Warren Hill that provided an overview of the problems in the pompmmdhlg
industry. However, it was written on short notice, and in the face of the Georgia laws
that keep almost all aspects of the execution process and lethal injection drugs a secret,
As such, my declaration in that case necessarily lacked some specificity. This
affidavit, informed by time and relevant information, provides an overview, but also
far more detail.

PHARMACY COMPOUNDING - OVERVIEW

Pharmacy corapounding is a traditional practice of the profession of pharmacy.
There are two types of compounding ~ traditional and non-traditional. Traditional

compounding does net involve the creation of drugs from scratch. Rather, it uses



“active and inactive ingredients to meet the individual needs of a patient that
cannot be met with an FDA-approved product for medical reasons, according fo 2
legal prescription for an individual patient. For instance, a two- year-old transplant
patient may require a medication that is only available in an FDA-approved tablet
form. In such a case, a tablet's ingredients may be reformulated info an oral liguid
for admipistration. This medication would be considered to be life-sustaining, and
the expected benefits would likely be judged by the patient's leamned intermediary (a
licensed healthcare professional who holds prescriptive authority) to outweigh risks
associated with the use of a non- FDA approved, non-GMP (Good Ma.nufacturiné
Practices) produced product, With traditional pharmacy compounding, then, the
FDA generally exercises enforcement discrefion to allow provision of these products
to meet the specific needs of patients.

Non-traditional compounding involves the use of raw ingredients (API’s) to
manufacture a copy or substitute for an FDA-approved drug, not for a specific
patient with a specific medical need, but for general distribution. It resembles drug
manufacturing mare than it does the practice of pharmacy. Unlike manufacturers,
compounding pharmacies are generally not subject to the drug approval process
and rigorous checks and regulatory procedures required under federal GMPs.
Because the FDA does not regulate non-traditional compounding, pharmacies
practicing non-traditional compounding are not required, under federal law, to
demonstrate that their products are pure, potent, safe, or effective, nor are they

required to maintain compliance with federal manufacturing guidelines or oversight.
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Thus, in contrast to the FDA’s decision (o exercise enforcement discretion with regard
to traditional compounding, non-traditional prattice is only regulated, if at all, by the
states.

The FDA may use its resouwrces to enforce provisions of the Federal Food, Drug,
and Cosmetic Act {FFDCA) with respect to compouading in order to ensure (a) the
existence of individual medical necessity that cannot be met with FDA-approved
products as determinged by a licensed prescriber acting as the leamed mtermediary,
and (b) a tacit understanding that FDA-approval, federal GMP, and fedecal
inspection and oversight constitute a basic standard of care for pharmaceuticals in
the United States, with a tolerance for circumvention of those standards only in the
rarest cuwcumstances of medical necessity. They also avoid the substantial costs
associated with maintaining compliance with federal manufacturing oversight. At
the same lime, they charge equivaleat or even higher prices for their products.
Over the past several decades, marketing experts have leveraged the traditional,
medically-driven, therapeutically essential role of compounding - where federal
standards are sef aside in mstances of critical medical need - to legitimize a
substandard drug industry of chemical distributors and other entities, who
provide training and supply active and inactive ingredients, compounding
equipment, recipes, and marketing tools for a fast-growing (mon-traditional)
compounding businesses.

This industry operates in a "grey market," where non-federally reguiated drug

manufacturing, marketing, and promotion throughout the United States is
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straregically legitimized through consistent messaging around the bistorical role of
drug compounding.

Nopn-traditional compounded drugs, such as the pentobarbital sold by Woodlands
Pharmacy to TDCJ, are not FDA-approved for any prrpose. This means that the
FDA has not verified their safety or effectiveness or the quality of their
manufacture. They do not meet federal requirements for pusity, potency, efficacy
and safety. Existing outside of the FDA regulatory frarework which ensures these
qualities in manufactured pharmaceutical drugs, cémpounding pharmacies have
evolved into a substandard drug industry responsible for making large quantities of
unregulated, unpredictable and potentially unsafe dmgs. The FDA’s Web site lists
numerous examples of serious public health risks associated with the use of pharmacy
compounded products at:

htty:/fovww fda.gov/Drugs/GuidanceComplianceRegulatory Infommation/PharmacyCo
mpounding/default. htm,

Even for the treatment of animals, the American Veterinary Medical Association
actively discourages the use of compounded drugs except in cases of veterinary
medical necessity. This professional policy was recemntly underscored afier the
death of 21 polo ponies froms poisening by compeunded drugs. The American
Veterinary Medical Association advises that because one cannot assure the quality
of bulk APIs, they must not be compounded for use in animals. See Katie Thomas,
Polo Ponies were given Incorrect Medication, NEW YORK TWMES, Apri) 23, 2009,

available here;
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hitp://www.nytimes.com/2009/04/24/sports/othersports/24poto. himi? 1=0; Kate
Thomas, Deaths of Pole Horses Highlight Practices of Dispufed Pharmacies, NEW
Yorx TiMgs, April 30, 2009, available here:
http: fwww.nytimes.com/2009/05/01/sports/othersports/0 1polo.html.
For these reasons and those detailed below, there is a foreseeable risk that the non-
traditional compounded drugs made for use in lethal injections — such as the
pentobarbital sold by Woodlands Pharmacy to TIDCJ - will be sub-standard in a
manner that will eause severe pain upon or shortly after injection. These include
the risk that the compounded drug will be sub-potent, expired, contaminated,
contain unintended additives, or will contain a substantial level of particulates.
The inadequate testing that has been performed of the drugs in TDCJ’s possession
— both because of its Jimited nature and because of the laboratories doing the
testing — does not address the potentially severe problems that are identified in this
declaration.

THE COMPOUNDING PROCESS
Drug maenufacture is highly technical, requiring strict adberence to current GMP and
a rigorous and continuous process of FDA inspection, regulation, supervision and
oversight.
The manufacture of sterile drugs intended for intravenous administration, such as
pentobarbital, is acknowledged by pharmaceutical manufacturers and the FDA
ahike to be one of the most difficult of all pharmaceutical processes to execute.

The preparation of sterile drugs is vnavoidably complex, often involving many
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steps and manipulations. Each step poses an opportunity for error, includiog
unintended introduction of potentially dangerous ¢ross contaminants, and the
possibility of a problematic osmolality or imbalanced pH (acidity or basicity).

Unlike manufacturers, compounding pharmacies do not have to adhere to the
rigorous FDA-approved procedures for manufacturing sterile drugs. Instead, the
less rigorous United States Pharmacopoeia (USP) <797> chapter standards may be
applied to compounders. Asa result, the potential for product contamination in
compounded drugs is far higher than that in manufactured drugs. In some states,

compliance with even this lesser standard is not required by Boards of Pharmacy.

QUESTIONABLE INGREDIENTS, INCLUDING ACTIVE PHARMACEUTICAL

17.

INGREDIENTS, USED IN COMPOUNDED DRUGS
The quality of the raw bulk product, -or Active Pharmaceutical Ingredients (APIs),
used in compounding is far more suspect than those used in manufactured drugs. A
hearing before the U.S. House Energy and Commerce Commitiee cited
compounding pharmacies as a primary route of entry for counterfeit bulk drugs:
“Lured by high prices and potental profits in the United States, counterfeit bulles
[APY's] can gef into owr prescription drugs in several ways: (1) as imported
ingredients to U.S. manufacturers; (2) as imported ingredients to pharmaceutical
compounders; and (3) as source ingredients for Intemet pharmacies marketing io the
U.S. The counterfeiters use sophisticated methods such as preparing false Jabeling,
containers, seals and certificates of analysis, oc using a maaufacturing process that
differs from the filed manufacturing process.” See Prepared Statement of Honorable

Fred Upton before the House Commerce Committee Subcommuittee on Oversight and
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- Investigations Counterfeit Bulk Drugs, June 8, 2000, available here:

http:/fwww. fda.gov/ohmms/dockets/dockets/05p01 16/05p-0116-cp00001-17-Extubit-
16-voll pdf. Former FDA Associate Commissioner Dennis Baker testified that
“[counterfert bulk drugs] posc areal or potential health hazard because their
manufzenurer is often unknown . . . The impurity profile is unknown, and the age,
the storage, the manufacturing environment, or the synthesis of the product cannot
be determined” creating a situation where “ne amowunt of finished product testing
can build quality into the product.” Jd., Staternent of Dennis Baker, available here:
http:/ferwr hihs. gov/aslitestify/t000608a html.

It is very difficult, (f uot 1mpossible, to trace the raw AP] cherpicals used in
compounding back to the original manufacturer for information on quality,
packaging, storage, shipmeat coaditions, and chains of custody — all necessary to
ascertain the identity, purity, potency, and efficacy of a medication.

I'have seen no evidence that the API pentobarbital sodium procured from PCCA
by Woodlands Pharmacy to compound the drug sold to TDCT for use in lethal
injections was produced in an FDA-registered and inspected facility. This is not an
idle concern. Plants in China have been identified in which pesticides are
manufactured usiog the seme equipment used to rozke APIs bound for human
ingestion as part c;f a compovmded-pharmacy product. See Statement of Dennis
Baker, supra. By confrast, API’s used in manufactured (FDA regulated)
pharmaceuticals must come from a manufacturer that holds a Drug Master File (a

confidentjal, detailed document submitied by APE mapufacturers to the FDA
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contalning the chemistry, mapufacturing and controls of a drug component) for the
chemical, and maust be masufactured in an FDA-approved plant. Although PCCA
claims that they only buy their API’s from FDA registered facilities, this means oonly
that the facility has put their name on file with the FDA — it does not meaa that the
facihty is inspected or approved by the FDA.

Ethical chemical manufacturers who adhere to professional Responsible Care
prncipies are more likely to sell directly to FDA-approved manufacturers of
finished products, and unlikely to sell chemicals that may be used in grey market
drug production operations {non-traditional pharmacy compounding). Accordingly,
non-FDA approved chernical manufacturers are more fikely to release large
qnaﬁtities of bulk chemicals into the grey market, increasing the likeithood that
substandard cheraicals wifl serve as the sfarting materials for both traditional and
non-tradifional compounding.

In this unregulated market, a chemical labeled to represent a certain active
ingredient may actually contain another, quite different ingredient Practitioners,
regudators, and experts have identified this problem as to chemicals distributed in
large quantities to pharmacies throughout the nation for use in compounnding.
There can be no guarantees that APIs purchased from the grey market are safe for
use, are not contamipated, or even contain the ingredient listed on the product label.
PFurthermore, because chemicals may nof have been manmufactured in an FDA-
registered facility under current GMP standards, there can be no assurance as to the

quality vanation from lot-to-lot or container-to-container.
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If poor quality mgredients are used, even the best compounding practices will not
build quality and suitability into the final product. The compounded drmig may be
contaminated, super-potent or sub-potent, non-stenle, or at risk of an uousually short
shelf life. A pharmacist may have confidence in her abilify to accurately measure
or weigh individual ingredients and extend this confidence as 2 quality measure for
the finished compound. But if the pharmacist is stacting with an adalterated or
countexfeit chemical that would go unrecogpized in a phammacy setting (as opposed
to a manifacturing facility with the capacity to test the quality of ingredients and
overseen by federal regulators), accurate measurement of chemicals cannot remedy
an already adulterated or otherwise unsafe product with respect to 1dentity, purity,
poteney, or haunful contamination. Despite a pharmacist's best efforts, there are
parameters beyond her professional control that build risk and uncertzinty into all
compounded products.

TESTING THE API AND THE FINAL PRODUCT
Compounded pentobarbital injection is made from the API, sodinm peniobarbital, that
is then mixed with other ingredients, in appropriate proporfions. Testing of both the
AP and each step i the production of the final compounded product is important, but
an educated understanding of the results - and potentially their inadequacies — is
crucial. The quality aod adequacy of the analytical [ab or Jabs conducting the testing
15 also vital.
Testing only provides a very provisional indication of an API's suitability for

compounding given the unknowns about the chemical’s integrity, storage, and
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custody in the timeframe from testing to pharmacy compounding and use.
Compoundirg pharmacists generally do not have the ability to test chemicals for
identity, potency, purity and centamination. Laboratories, such as Eagle Apalytical,
are in business to perform such tests for compounding pharmacies and their suppliers.
Texas' execution protocol does not include provisions for testing the API or the
finished, compounded dosage form of the pentobarbital to be nsed in execntions. The
ability of TDCJ’s source of pentobarbital to engage a reliable and competent
laboratory to conduet testing to confirm the identity of the chemical, or to identify
the presence of harmful contaminants that pose an immediate safety threat if
administered intravenousty, i3 vital to avoiding the serious hazards inherent to the use
of compounded drugs for executiogs. Neitber the testing that has been conducted to
date, nos the labs conducting that testing, are adequate to aveid these critical nsks.
RISKS SPECTFIC TO EXECUTION BY LETHBAL INJECTION IN TEXAS
Pentobarbital mjection compounded from unvenfied ingredients poses a substantial
risk of harm from the ingredients alone: the use of untested, inadequately tested
and/or nea-validated formmulas and compounding methods,environmental controls
and container packaging, coupled with lack of instructions for safe use, introduces
very high burdens of uncertainty and risk of harm. These nisks include sub- or
super- potency, cross contamination with potentially dangerous allergens or other
substances that may cause iramediate anaphylactic reactions, inappropriate
osmolality or pH, 4nd even the administration of an entirely incorrect chemical or .

active ingredient.
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As detailed above, the guestionabie source of API’s utilized in and supplied to
compounding pharmacies can lead to use of fraudulent or sub-standard pnmary raw
ingredients, leading 10 a serious tisk of a fack of purity, potency, and even identity of
the drug itself.

There is a substantial isk that the TDCJ will administer a sub-potent dose of
pentobarbital, resulting in Jess than effective depression of the central nervous
system. The pentobarbital solution will be made ofaproportion of water and
active ingredient. There does not appear te be any mechanism within Texas’
execution protacol to adjust measurements to account for the hygroscopic (water
absorbing)natureofthechemical. In such circumstances, non--adjustment forthe
hygroscopicnature ofachemicalwillresult inaconcentration lowerthaninterided.
The difference will depend on the actual water content of the APIL. If
unaccounted for, this known reduction in potency owing to water content adds
to other known threats regarding the purity and potency of the drug as it exists
at the time of compounding, its potential for degradation after injtial testng,
its potential for intentional or unintentional adulteration, its potential for
mislabeling. Combined, all these threats increase the tisk of formulating a
sub-potent dosage forra. [f sub-potent pentobarbital is used - .and thus a non-
lethal does is administered - the prisoners will foreseeably experience symptoms
of acute but not lethal intoxication including nausea and vomiting, symptoms

of life- threatening but not fatal respiratory depression and corollary organ
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dam'zlige (including brain damage), and paradoxical central nervous system
excitation.

Foreseeable consequences of the administration of a super-potent drug include
suffocation and gasping for breath, before the loss of consciousness.

While the PCCA Lab Report reflects analysis of the API presumably used in the
compounding of the sedium pentobarbital sold to TDCJ, See Ex. C pp. 5-8, there 1s no
indication who did the analysis, where it was conducted, or the source of the APL.

The TDCJ has not disclosed evidence that the API used in the pentobarbital in its
curzent possession was manufactured in an FDA-registered facility. There is also no
evidence that the API meets 1).S. Pharmacopeia standards required for the finished
dosage forms. There is no way of knowing the current quality of the API in the
bottle, after mamifacture and initial testing, and after supply-chain, repackaging
and pharmacy handling.

Although Eagle Analytical Services conducted potency tests on the compounded
product, they ran o other tests, failing fo test for sterility, contamination, or
particulates. Moreover, Eagle Analytical Services was the recipient of an extremely
crifical report from the FDA, reflected in the Form 483 attached as Ex. D, That report,
the result of an inspection conducted in June 2013, finds significant problems with
every significant aspect of Eagle’s laboratory, equipment, personnel, and processes.
Thus, Observation 1 states in summary: Laboratory controls do not include the
establishment of scientifically sound and appropriate specificatioss, standards and test

procedures to assure that components conform to appropriate standards of identity,



strength; quality and purity.” 1d. at p. 1. Of the many problems detailed in
Observation 1 is finding L: “your firm bas failed to Validate the Test Method for any
potency assays conducted by your fum. You have not determined the evaluation of
accuracy, sensitivity, specificity, and reproducibility of the test methods used in the
analyses of drug products submitted by cliernts to youwr firm” 14. at p.2 (emphasis
added). Controls are not recovered, yet drugs are still passed, and there is no
documentation of the deviation. Sterility and Contamiration Tracking Logs are not
kept, and there are no signatures to indicate any review of such Logs. There is no
Quality Control Unit and thus no one “'that has responsibility and authority for
approving for] rejecting all procedures, methods, and specifications related to the
identity, sirength, quality and purity of drug products submiited ta your firm for
anafysis .. .7 1. at p. 4 (emphasis added).

35. These are very serious — and very recent - problems that should draw into question any
fest results obtained by Eagle Analytical. There is no indication that three months
later, when Eagle 1ested the compounded drug sold to TDCJ for use in executions,
those problems had been fixed. Given the gravity of the problems identified, there
should be substantial concern about the validity of the results of the tests conducied by
Eagle on the Pentobarbital sold fo TDCJ in Septernber 2013.

The Second Balch of Compounded Penptobarbital is Entirelv Untested.

36. RBach time the TDCJ obtains a new batch of compounded pentobarbital, the source of
the APT will be unlinown, and the same questions regarding the guality of the APT will

be implicated. There is no indication whether the Certificate of Analysis of the API
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38.

39.

40,

obtairied by PCCA was used for both batches of compounded pentobarbital
Woodlands sold to TDCJ on September 16 and September 30,.2013. The
{questionable) potency testing that was conducted by Eagle took place ou September
23 —before the second batch even existed. Thus, there are no documents indicating
that any testing has been done of the second batch, or the APIvsed to make il.

tio,
Adudterated drugs — either those that lack sterility or are contaminated by otber
substances in the Jaboratory tn which they are made — 15 a serious risk with
compounded drugs. Drugs that are not compounded in accordance with federal
standards have a low standard of sterility assurance.
Even if 2 compouading pharmacy starts with a valid AP], any number of things
can go wrong in the compounding process. Compounding pharmacies, including
Woodlands, make a variety of drugs. If the laboratory does not follow strict
standards to ensure that cross-contamination does not occur with a potential
allergen, then there 15 a real risk of an anaphylactic reaction with the use of the
drug.
Thus, while the Eagle Analytical Laboratory Report states that the compounded
pentobarbital is 98.83% potent, there is no analysis of any other of the factozs that affect
the quality or integrity of the drug. Indeed, the Eagle Laboratory Report, Ex. C at 9,
lists various Microbiological Tests — none of which were conducted on the
compounded pestobarbital sold to TDCIT for use in executions.

Eagle Analytical Services provided a “Laboratory Report” which reflects the minimal




information that the compounded pentobarbital — presumably the first batch sold to
TDCJI — was 98.8% pure or potent. While this result is within a normal range for
potency, it is highly relevant that a laberatory that was cited for pumerous deficiencies
just four months earlier did the testing. See Bx. A, attached. The deficiencies
identified in Eagle Laboratories’ practices bring into question the accuracy of the
results reflected on the Laboratory Report.

41. Cross contamination is also a setious risk with compounded dmgs. Contammation
may give rise to a completely unanticipated response ineluding an allergic or
anaphylactic reaction to an unidentified adulterant arising from intrinsic
contamination of the ingredients or extrinsic contamination during the
corapounding procedure. Highly unpredictable, rlapidly evolving, and potentially
painful and agormizing reactions may ensue should the pentobarbital be
contaminated by endotoxins.

42. Asitis impossible to know all cross contamination possibilities, and what inmate
might be allergic to what drug, the risk is unpredictable, yet no less serious, and the
possible results severe. The unregulated nature of compounding pharmacies — and the
specific inadequacies of the Laboratory that has conducted testing on and been in
possession of the drugs in quesfion - renders this risk substantial.

Expired Drugs / Shortened and Untested Shelf Life

43. The questionable nature of the APIs used in compounded drugs, and the unregulated
laboratories doing the mixing and testing, combine to render sheif life particularly

unpredictable. The presence of adulterants or growing organisms will accelerate



cheimical degradation, thus affecting shelf life.

44, The shelf lives of FDA regulated pharmaceuticals are tested to assure that they retain -
their integrity over specified periods of time. This is far more difficuit to do with
compounded drugs, and often unnecessary, as in the fraditionat compounding setting a
particular drug is mixed pursuant to a doctor’s prescription for an individual patient for
mmmediate use.

45. The drugs sold by Woodlands Pharmacy to TDCJ, however, were not pursuant to a
prescription, and are presunzably to be used over an unspecified period of time.
Woodlands’ Logged Formula Worksheets mdicate a “beyond use date” of March 15,
2014 for the drugs made on Septeraber 16, 2013, and a “beyond use date”™ of April 1,
2014 for the drugs made on September 30, 2013. See pp. 10; 12 of Ex. C. However,
as each batch of compounded drugs is different, these particular batches cannot
previously bave been tested to determine shelf life. Indeed, the email from Jasper
Lovoi of Woodlands Pharmacy to J.D.Willey of PCCA sent on September 18, 2013,
states: “please check potency and then check stability at 3 and 6 months.” Eagle
Analytical Services ran the potency test on Seplember 23, 2013, See Ex. C, p. 9. The
Extended Analysis 1 and 2, however, are still pending, as they are the “stability™ tests
that cannot be run until three and six months. If press accounts are accurate that
Woodlands Pharmacy is disenchanted by the nature of their transaction with TDCJ,
and vnsuccessfully sought to have their drugs retumed, it is an open question whether
those stability tests have been or will be conducted.

46, While six months is not an unusually long shelf life for a pharmaceutical, potential



47.

contamipants and the unregnlated nahire ¢f pharmacy compounding puts that
asswmption into question.
Drugs that are expired have lost their potency. Only testing by an independent

competent laboratory can defermine the extent of the loss.

Imbalances; Particulates

48.

49,

In their Logged Formula Worksheet Woodlands Compounding Pharmacy indicates
that the pH of the pentobarbital sodivin was adjusted with hydrochloric acid. With any
compounding-pharmacy there is a substantial likelihood that the pH (acidity or
basicity) of the final solution will be incorrect. There is alse a possibility that the
osmolality of the final product will be out of balance. Either failure increases the
likelthood of a painful burning sensation on injeetion.

Non-traditional compounded solutions are aiso far more Jikely to contain or form
precipitates, or solid particles of drug and other substances. Should solid
particulate matter of any kind contaminate the solution or precipitate out of
solution during intravenous injection, there is a substantial risk of pein and
suffering upon injection: of the solution, with the risk of an extremely patnful

pulmonary embolism in the most serious of cases.

Copclusion

50.

When compounded drugs are used in executions, we have none of the assurances
afforded by FDA oversight. Because compounded drugs exist outside of the FDA.
regulatory framework, their quality, purity, potency, safety and effectiveness cannot

be assured. In fact, they have a much higher probability of being substandard {sub-



i L

or super- potent, contaminated or of poor quality). In the context of executions by
letbal injection, infroducing an element of wnpredictability by using compounded
drugs 15 a wanlon invitation to pain and suffering over and above the statutory
objective of the death of the condemned person.

Further, affiant saith naught

Dated this £~ day of December 2013.

49%6;! 2.8
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DECLARATION of DAYID B. WAISEL
Appeared before the undersigned authority duly designated to administer oaths,

Dawid B, Waisel, M.D. states on oath as follows:

1. My name is David B. Waisel, [ am over 18 years of age and am otherwise
competent lo give this affidavit. No promises or agreements have been
made to me in exchange for this statement, and | do not expect any in the
future.

2. [ am a practicing anesthesiologist at Boston Children’s Hospital and an
Associate Professor of Anaesthesia, Harvard Medical School. T have been
practicing clinical anesthesiology, primarily pediatric anesthesiotogy, for
approximately twenty years. My c.v. is attached.

3. 1 have been asked by the attorneys representing Edgar Tamayo 10 provide
an expert medical and scientific opinion about scenarios in which the use
of compounded pentobarbital in executions could canse severe pain upon
injection or shortly thereafter, In preparing this affidavit T reviewed the
June 2012 Execufion Protocol of the Texas Department of Criminal
Justice (TDCJ).

4. Given the well-known problems associated with compounding
pharmacies, 1 only use compounded drugs when there is absolutely no
alternative.

5. While sub-par anesthetics or incompetent administration can cause a

variety of serious problems, I focus here only upon problems that could



cause serious or severe pain upon or Immediately afler intravenous
injection.  These potential problems fall into two basic categories:
improper potency and unintended additives. Each calegory has a number
of subcategories.

Potency. Potency is the amount of drug required to produce a specific
effect. [f a solution is assumed to have 10 mg/ce of a drug, but only has 5
mg/cc of a drug, the amount of the drug given which is based on the
assurned copcentration of 10 mg/ce will not provide the intended effect. If
the pentobarbital 1s not in the assumed concentration, the inmate will
receive less (han the prolocol requires. This smaller dose creates a
substantial risk of a prolonged death, including periods of difficulty
breathing, which would feel hike suffocating 10 death.

Anesthetic solutions, such as compounded pentobarbital, which have
expired or gone beyond their ‘shetf-life’, lose potency. 1f an expired drug
is used, although the concestration may be correct {in that there is 10
mg/cc), the cffect of the concentration of the expired drug will be less than
the effect of the same concentration of 2 non-expired drug. This would
lead 10 the same effect upon iujection as use of a sub-potent drag:
prolonged death with periods of what feels like suffocation.
Administration of a sub-potent first dose (through either an incorrect
concentration or & sub~potent drug) could lead to a need for a second dase.
Because the Director does not have clear mstructions aboul when to

admimster the second dose (particularly with regard to liming), a delayed



12.

second dose could lead 10 a longer period of dilficuliy breathing, leading
16 substantial pain and suffering.

Unintended additives can occur in a variety of forms and ways.

Because of inadequate laboratory procedures, the drug may be
contarninated by another dmg that itself may cause severe pain. For
example, it may be mixed with the anubiotic penicillin, present in many
pharmaceutical Jabs. The penicillin family is one of the most prescribed
antibiolics; 10% of peopie report an allergy to penicillin. Allergic
individuals who take penicillin ay have an anaphylactic reaction,
including angioedema, which causes swetling around the face, particularly
of the mouth and tongue, and great difficulty breathing. Patients report
that a severe anaphylactic reacuon is like suffocating to death.

Pain on injection may also arise from the chemical composition of a
solution, resulting in a direct or indirect urritant effect. Direct pain occurs
iimmediately. Indirect pain occurs 10 — 20 seconds after injection, due (o a
local chemical reaction. Factors that affect pain on injection from
chemical and composition errors include osmolality and acid-base status.
Improper compounding, contaminants, and poor quality ingredients can
result in incorrect osmolality or acid-base status.

Osmolality is the concentration of the solutes (such as sodium and
chloride) in the blood. Normal human osmolality is approximately 290

milli-osmoles/hiter. Injected drugs that have a non-physiologic osmolality



(that is, an osmolality different than normal human blood) cause
significant venous irritation.

13.  Acid-base status is assessed by pH. Normal human blood pH is about 7.4.
Acid solutions with a pH of less than 4 or alkaline solutions with a pH
more than 11 cause extreme pain when injected into veins.

14. Impurities in the lethal injection sclution can also be exiremely
problematic. ~ Improper compounding and testing procedures may
leave fine particles undetectable by the naked eye in the solution, or larger
particles that would not be detected by an unirained eye. These particles

can cause great irrifation to the vein, resuiting in extraordinary pain.

I declare under penalty of perjury that the foregoing is true and correct to the best

of my knowledge and abilities.

Bl L L

DAVID B. WAISEL
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STATEMENT FROM CORRECTIONS OFFICIALS REGARDING THE EXECUTION OF CLAYTON LOCKETT

As former correctional officials, we are deeply troubled by the botched execution of Clayton Lockett in
Oklahoma last night. Our jobs as officers of the law involved carrying out and enforcing punishment within
the confines of state and federal law. What appears to have been a horrific death last night certainly does
not seem to have been legal or humane.

Some of the media who witnessed part of the execution appeared to be visibly shaken and disturbed. But
the staff whose job it was to administer these drugs and to handle Mr. Lockett's body were surely put
through an even more difficult experience. A career in corrections prepares one to see many things, but the
terrible memories of witnessing executions remain in one’s psyche forever. Correctional officers should not
have to prepare to witness the horror of a botched execution such as that endured by Mr. Lockett and we
can only imagine the emotional toll of this event on the professionals involved in the procedure.

No individual should be asked to carry out an execution using experimental drugs and dosages or without
proper training and medical expertise. We cannot know how last night’s events happened without a full
independent inquiry, not by the Oklahoma Department of Corrections itself, but by a credible third party
whose findings should be made public. And no further executions should be carried out in Oklahoma until
Mr. Lockett's death is fully investigated and all the facts are known.

Signatories:

Dr. Allen Ault
Former Commissioner, Georgia, Mississippi, Colorado Departments of Corrections.

Robert Brown, Jr.
Director, Michigan Department of Corrections (1961-1991).

Jane Browning
Executive Director, Compassion Works for All; Former Executive Director, International Community
Corrections Association

Paddy Burwell

Director (Public Member), State Bar of Texas (1997-2000); Member, Legal Services to the Poor and Criminal
MattersCommittee, State Bar ofTexas (2002-2011), Committee Chair (2010); Member, State Bar of Texas
Commission for Lawyer Discipline (2002-2005); Member, Texas Board of Pardons and Paroles (1999-2005);
Life Member, Association of Former Texas Rangers.

Terry J. Collins

Director, Ohio Department of Rehabilitation and Correction (2006-2010); Assistant Director, Ohio
Department of Rehabilitation and Correction (1977-2006). Correctional consultant utilizing 36 years of
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correctional experience.

Kathy Dennehy
Commissioner, Massachusetts Department of Corrections (2004-2007).

Steve J. Martin

Corrections Consultant and Attorney; Special Assistant Attorney General, Texas Attorney General (1985-
1986); Executive Assistant to the Director (1984-1985), General Counsel (1983-1985), and Legal Counsel
(1981-1983), Texas Department of Corrections, Huntsville, Texas; Federal court monitor, remedial decrees
involving staff use of force in prisons and jails in the U.S., (1994-present); Expert, U.S. Department of Justice,
Civil Rights Division (1993-2008); Expert, U.S. Department of Homeland Security, Office of Civil Rights and
Civil Liberties (2010-present).

Dennis O’Neill
Retired Warden, Florida State Prison.

Rev. Dr. Carroll L. Pickett
Chaplain, Texas State Penitentiary at Hunstville, Texas Department of Corrections (1980-1995).

Chase Riveland
Director, Washington Departments of Corrections (12 years); Director, Colorado Department of Corrections
(4 years).

Charles Terrell
Chairman, Texas Department of Criminal Justice (1987-1990); Chairman, Safer Dallas Better Dallas (2006-
2012).

Dr. Reginald Wilkinson

Director (Ret.), Ohio Department of Rehabilitation and Correction (DRC), 1991-2006; DRC employee, 1973;
President, American Correctional Association; Vice Chair for North America, International Corrections and
Prison Association; President, Ohio Correctional and Court Services Association; Founder, Ohio chapter,
National Association of Blacks in Criminal Justice.

Jeanne Woodford
Former Warden, San Quentin State Prison, California Department of Corrections and Rehabilitation.
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Execution Procedures ACA Standards 3-FV-1D-28-1

David Brent, Director
Harrenhal Department of Corrections

Execution of Offenders Sentenced to Death

The Harrenhal Department of Corrections (HDOC) establishes procedures for planning and carrying out

the execution of a person convicted of a capital offense and sentenced to death. These procedures shall

be followed as written unless deviation or adjustment is required, as determined by the director of

Corrections or their designee (in the event of an absence). This policy outlines the internal procedures

and does not create any legally enforceable rights or obligations.

l. Responsibility

The HDOC ensures the execution of a person sentenced to death under state law by a court of

competent authority and jurisdiction is carried out in keeping with statute, case law and

professional practices.

A. The HDOC shall make every effort in the planning and preparation of an execution to

ensure the execution process:

1.

Faithfully adheres to constitutional mandates against cruel and unusual punishment,
in accordance with the Eighth Amendment to the United States Constitution;

Is handled in a manner that minimizes its impact on the safety, security and
operational integrity of the facility and the community in which it occurs;

Accommodates the public’s right to obtain certain information concerning the
execution;

Reasonably addresses the privacy interests as provided by law;

Provides contingency planning to identify and address unforeseen problems;

Allows for stays of execution, commutations and other exigencies;

Provides opportunity for citizens to exercise their First Amendment Rights to
demonstrate for or against capital punishment in a lawful manner; and
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8. Ensures there is an appropriate response to unlawful civil disobedience, trespass and
other violations of the law by any person attempting to impact the execution or the
operation of the facility.

B. The procedures set forth in this policy are to be strictly followed. Any variations of a
substantial nature must be approved by the Director as described in this policy. There

will be no variations from the following requirements:

1. At least three Medical Team Members, two of whom are authorized to administer
drugs under Ohio law, shall be used in the conduct of court-ordered executions.

2. The drugs required by this policy shall be used.

3. All Execution Team functions shall be performed by appropriately trained and
qualified members of the Execution Team.

4. The Director cannot authorize a variation from the three requirements listed
immediately above.

. Procedures
A. General Guidelines
1. All court-ordered executions shall be carried out at the Harrenhal Correctional
Facility and will be planned to commence at 10:00 am on the scheduled execution

date, subject to developing circumstances

2. Unless otherwise designated by the Director, the prisoner shall remain on Death
Row until transferred to the Death House for scheduled execution

3. The Harrenhal Supreme Court shall designate the date of execution. Upon receipt
of a scheduled execution date, the Warden of the institution housing the prisoner
shall notify the Director and the Warden at HCF.

B. Execution Preparation
1. Notification
The Warden of the institution where the prisoner is housed shall notify the Director
of an upcoming scheduled execution date. Notification may also be provided to the

supervising Regional Director of HCF, DOC Chief Counsel, DOC Managing Director of
Operations, and the Office of Victim Services
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2. Execution Drugs

a. The scheduled execution shall proceed with intravenous administration of
midazolam, rocuronium bromide, and potassium chloride, in accordance with
the terms of this policy.

b. The Warden shall determine whether there will be sufficient quantities of the
execution drugs available and report those findings to the Director.

c. The Warden’s assessment of what constitutes a sufficient quantity of execution
drugs shall include ensuring a sufficient amount for a contingency against
contamination or inadvertent loss.

d. At his discretion, the Warden may direct the Health Care Administrator or the
Health Care Administrator’s designee to order execution drugs from any
licensed pharmacist (including the manufacturer, distributor, or a compounding
pharmacy).

e. All execution drugs delivered to HCF shall be maintained in the infirmary.
3. Assessment of Prisoner

a. The prisoner’s medical condition shall be assessed in order to identify any
necessary accommodations or contingencies that may arise from the prisoner’s
medical condition or history. Any medical condition tor history that may affect
the performance of the execution shall be communicated as soon as possible to
the Warden of HCF, who shall confer with others as necessary to plan such
accommodations or contingencies.

b. Any concerns for establishing or maintaining IV lines and any concerns or plans
for medical accommodations or contingencies shall be communicated to the
Execution Team in order that these things may be discussed and addressed in
execution trainings.

c. Anappropriate member of the mental health staff shall evaluate the prisoner
approximately twenty-one days prior to the execution to evaluate his or her
stability and mental health in light of the scheduled execution. Any concerns or
contingencies affecting the execution process shall be communicated to the
Warden of HCF as soon as possible.
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4. Morning of Execution Day

a. The prisoner shall be permitted to take a shower and dress in the designated
clothing the morning of the execution.

b. A “hands-on” examination of the prisoner’s veins shall be made by a Medical
Team Member before the IV is established. If any potential problems are
identified they shall be discussed between the Medical Team, the Warden and
the Director, and potential solutions shall be considered.

c. A Drug Administrator, in the presence of a second Drug Administrator, shall take
possession of the execution drugs from the institution pharmacy storage area,
and shall document possession of the drugs by signing form “Order for
Execution Medications.” The Drug Administrators shall deliver the drugs to the
Death House.

d. The drugs shall be prepared for injection by a Drug Administrator. The
preparation of the drugs shall be monitored by a second Drug Administrator
who shall independently verify the preparation and dosage of the drugs. The
Drug Administrator shall prepare the execution drugs as follows:

i. Syringe 1: Twenty milligrams (20mg) of midazolam (under whatever name it
may be available from a manufacturer, distributor, or compounding
pharmacy) shall be obtained or prepared with 5mg/mL concentration. This
syringe shall be clearly labeled with the number one (1) and placed in slot
one (1) on a stand designated to hold six (6) syringes.

ii. Syringes 2 and 4: Twenty milliliters (20ml) of sterile saline solution shall be
obtained or prepared and drawn into two syringes clearly labeled two (2)
and four (4), respectively. These syringes shall be placed in slots two (2) and
four (4), respectively, on the designated tray.

iii. Syringe 3: Fifty milligrams (50mg) of rocurium bromide (under whatever
name it may be available from a manufacturer, distributor, or compounding
pharmacy) shall be obtained or prepared and drawn into a syringe clearly
labeled three (3). This syringe shall be placed in slot three (3) on the
designated tray.

iv. Syringes 5 and 6: One hundred and twenty milliequivalents (120mEq) of
potassium chloride (under whatever name it may be available from a
manufacturer, distributor, or compounding pharmacy) shall be obtained or
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prepared and drawn into two syringes clearly labeled five (5) and six (6),
respectively. These syringes shall be placed into slots five (5) and six (6) on
the designated tray.

The designated member of the Execution Team who has prepared the lethal
chemicals will transport them personally, in the presence of one or more
additional member of the Team, to the executioner’s room. The tray will be
placed on the worktop for use by the executioner.

5. Approximately Thirty (30) Minutes Prior to Execution:

a.

A designated member of the Execution Team will establish telephone
communication with the Governor’s office on behalf of the Warden. The phone
line will remain open to the Governor’s office during the entire execution
procedure. The Assistant Warden will use this open line to report the ongoing
activities of the execution team and other personnel to the Governor’s office.

A designated member of the Execution Team will escort the two executioners
into the executioner’s room, where they will remain until the execution process
is complete.

The Warden will read the Warrant of Execution to the inmate.

Designated members of the Execution Team, supervised by the designated
Assistant Warden, will secure the restraining straps.

One or more designated members of the Execution Team will attach the leads
to two (2) heart monitors to the inmate’s chest, ensuring that the monitors are
operational both before and after the chest restraints are secured.

A designated member of the Execution Team will insert one intravenous (1V) line
into each arm at the medial aspect of the antecubital fossa of the inmate and
ensure that the saline drip is flowing freely. The team member will designate
one |V line as the primary line and clearly identify it with the number “1.” The
team member will designate the other line as the secondary line and clearly
identify it with the number “2.” If venous access cannot be achieved in either or
both of the arms, access will be secured at other appropriate sites until
peripheral venous access is achieved at two separate locations, one identified as
the primary injection site and the other as the secondary injection site.

One or more designated members of the Execution Team will remove, one at a
time, from the pole attached to the gurney, the two (2) saline bags and pass the
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bags, along with the extension sets labeled “1” and “2,” into the execution
room, where the primary or secondary executioner will hang the bags on
separate hooks inside the room. The designated team member will ensure that
the tubing from the IV insertion points to the bags has not been compromised
and that the saline drip is flowing freely.

6. Approximately Fifteen (15) Minutes Prior to Execution

a. Official witnesses will be secured in the witness room of the execution chamber
by two designated Department of Corrections escort staff.

b. The only persons authorized in the witness room are: twelve (12) official
witnesses, including family members of the victim, four (4) alternate official
witnesses, one (1) nurse or medical technician, twelve (12) authorized media
representatives, one (1) designated staff escort, and one (1) designated security
officer.

c. The execution chamber will be secured. Only designated staff and other
authorized persons will be allowed in the chamber.

7. Administration of Execution

a. The Warden will use the open telephone line to determine from the Governor
whether there has been a stay of execution. If the Warden receives a negative
response, he or she will return the telephone handset to the designated
Assistant Warden to continue reporting the ongoing activities of the Execution
Team and other personnel to the Governor’s office. The Warden will then
proceed with the execution.

b. One or more designated members of the Execution Team will open the drape to
the witness gallery window and turn on the public address (P.A.) system.

c. The Warden will permit the inmate to make an oral statement, which will be
broadcast into the witness gallery over the P.A. system. At the conclusion of the
inmate’s statement, the Warden will signal that the execution process has
begun. A designated member of the execution team will turn off the P.A.
system.

d. In the presence of the secondary executioner and within sight of one or more
members of the execution team, the primary executioner will administer the
lethal chemicals in the following manner:
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vi.

The executioner will remove from the tray the syringe labeled number one
(1), which contains twenty milligrams (20mg) of midazolam in solution,
place the blunt cannula into the open port of the IV, and push the entire
contents of that syringe into the IV at a rate that meets the injection
resistance of the cannula.

The executioner will remove from the tray the syringe labeled number two
(2), which contains twenty milliliters (20ml) of saline solution, place the
blunt cannula into the open port of the IV, and push the entire contents of
that syringe into the IV at a rate that meets the injection resistance of the
cannula.

The executioner will remove from the tray the syringe labeled number three
(3), which contains fifty milligrams (50mg) of rocurium bromide, place the
blunt cannula into the open port of the IV, and push the entire contents of
that syringe into the IV port at a rate that meets the injection resistance of
the cannula.

The executioner will remove from the tray the syringe labeled number four
(4), which contains twenty milliliters (20ml) of saline solution, place the
blunt cannula into the open port of the IV, and push the entire contents of
that syringe into the IV at a rate that meets the injection resistance of the
cannula.

The executioner will remove from the tray the syringe labeled number five
(5), which contains one hundred and twenty milliequivalents (120mEq) of
potassium chloride, place the blunt cannula into the open port of the IV,
and push the entire contents of that syringe into the IV port at a rate that
meets the injection resistance of the cannula.

The executioner will remove from the tray the syringe labeled number six
(6), which contains one hundred and twenty milliequivalents (120mEq) of
potassium chloride, place the blunt cannula into the open port of the IV,
and push the entire contents of that syringe into the IV port at a rate that
meets the injection resistance of the cannula.

e. Throughout the execution process, one or more designated members of the

execution team will observe the heart monitors. If the heart monitors reflect a

flat line reading during or following the complete administration of the lethal

chemicals, the Execution Team physician will examine the inmate to determine

whether there is a complete cessation of respiration and heartbeat
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f.  Once the inmate is pronounced dead by the physician, a designated member of
the execution team will record the time of death.

g. The Warden will notify the Governor via the open phone line that the sentence
has been carried out and the time of death.

h. A designated member of the execution team will turn on the P.A. system and
make the following announcement to the witnesses in the gallery: “The
sentence of the State of Harrenhal vs. [inmate name] has been carried out at
[time of day].”

i. The designated Department of Corrections escort staff will escort the official
witnesses from the witness room of the execution chamber.



Effective January 1, 2014
Har. Code Ann., § 12-122

§ 12-122. Method of infliction of sentence of death; identity of executioners; confidential
information

1. The penalty of death shall be inflicted by an intravenous injection of a substance or
substances in a lethal quantity sufficient to cause death, under the supervision of the state
department of corrections.

2. A defendant who is sentenced to death for an offense committed before June 20, 1993,
shall choose either lethal injection or firing squad at least thirty days before the execution
date. If the defendant fails to choose either lethal injection or firing squad, the penalty of
death shall be inflicted by lethal injection.

3. The identity of executioners and other persons who participate or perform ancillary
functions in an execution and any information contained in records that would identify
those persons is confidential and is not subject to disclosure pursuant to any other laws.

(a)(1) As used in this subsection, the term “identifying information” means any records or
information that reveals a name, residential or business address, residential or business
telephone number, day and month of birth, social security number, or professional
qualifications.

(2) The identifying information of any person or entity who participates in or
administers the execution of a death sentence and the identifying information of any
person or entity that manufactures, supplies, compounds, or prescribes the drugs,
medical supplies, or medical equipment utilized in the execution of a death sentence
shall be confidential and shall not be subject to disclosure under any other laws or
under judicial process. Such information shall be classified as a confidential state
secret.

4. If a person who participates or performs ancillary functions in an execution is licensed by
a board, the licensing board shall not suspend or revoke the person’s license as a result of
the person’s participation in an execution
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Institution/Facility Institutional Unit Period Covered
ASPC-Florence Central Unit
Hour 0800 Date 07/23/2014
Housing Unit/Post/Duty Assignment
Housing Unit 9 Section Leader Hour 1650 Date 07/23/2014
Staff Member Staff Time Time Staff Member Staff Time Time
{Last, Firsg M1, and Thie) Initials | Armrived | Departed {Last, FirstM.L and Thie) Initials Armrived | Departed
HU?9 Section Leader 0800 1620
HU9 Recorder 0800 1620
Ti £D Occurrence/Action Taken: Events, Activities, Disciplinary Violations, Maintenance Requirements, Safety/Health Staff
tme ot Lay Hazards, Other Information Received and Action Taken, etc. Initials
0800 | Execution table is prepared at least two hours prior to scheduled time of execution.
0916 | All items are removed from inmate’s cell (Linen, property, etc)
0918 Housing Unit 9 Section Leader advises Director that inmate is ready for search and
restraint; requests permission to proceed. Director grants permission to proceed.
0921 Director receives call from Donna Hallam (Arizona Supreme Court) advising a temporary
stay will be issued.
0922 Director advises the Housing Unit 9 Section Leader to disregard the search and restraint
of the inmate.
0950 Director receives call from the Arizona Supreme Court advising a temporary stay has
been issued.
1003 | Director exits Housing Unit 9 to brief witnesses regarding the temporary stay.
1113 | Director advises stay has been lifted.
|,
(\_, 1313 Inmate placed in upper restraints by restraint/escort team after strip search.

Page 1 of5




ARIZONA DEPARTMENT OF CORRECTIONS

Correctional Service Log

(r‘ 1313

Restraint Team Leader notifies Housing Unit 9 Section Leader that inmate is restrained
and the team is ready to move the inmate to the injection room.

Housing Unit 9 Section Leader advises Director all witnesses have arrived at internal
1319 | staging and requests permission to apply lower restraints to the inmate and move to the
injection room.
Director makes initial call to the Governor’s General Counsel to ascertain if there are any
1320 | reasons to not proceed with the execution. Per Governor’s General Counsel, at this time
there is no reason to not proceed.
1321 Director makes initial call to the Attorney General’s Office to ascertain if there are any
reasons to not proceed with the execution. At this time there is no reason to not proceed.
1321 The Director informs Housing Unit 9 Section Leader (proceed with movement of inmate
to the injection room).
Housing Unit 9 Section Leader advises Command to begin movement of witnesses to
1321 . . .
Housing Unit 9 witness room.
“ 1322 Inmate escorted to Execution Room; one staff in front, two at the inmate’s sides, Restraint
Team Leader behind. Support staff behind Restraint Team Leader
1331 Restraint Team Leader advises the Housing Unit 9 Section Leader that inmate is
restrained to the table.
1331 Command advised Housing Unit 9 Section Leader that all witnesses are in place. Housing
Unit 9 Section Leader advises Director witnesses are in place.
1334 Housing Unit 9 Section Leader advises the Director the inmate is secure on the table and
ready for the IV procedure. Director grants permission to proceed.
1335 | Monitor turned on in witness room.
1337 Acting upon the advice of the IV Team Leader, the Director determines the catheter
site(s).
(._ Restraint/Escort Team Leader and Housing Unit 9 Section Leader positioned in Execution
1346 | Room. Special Ops Team Leader inside the Chemical Room. Inmate is secured to the
table with IV flowing, EKG functioning.
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;

1347 | Housing Unit 9 Section Leader advises Director that I'V procedure is complete.
Director makes initial call to the Governor’s General Counsel to ascertain if there are any
1348 reasons to not proceed with the execution. Per Governor’s General Counsel, at this time
there is no reason to not proceed.
Director makes initial call to the Attorney General’s office to ascertain if there are any
1349 | reasons to not proceed with the execution. Per Attorney General’s office, at this time
there is no reason to not proceed. '
1349 | The Director informs Housing Unit 9 Section Leader “we may proceed™.
With permission from the Director and confirmation to proceed, Housing Unit 9 Section
1349 .
Leader opens the curtains.
1350 | Housing Unit 9 Section Leader reads the Execution Order.
1351 Housing Unit 9 Section Leader asks the inmate if he would like to make a last statement.
1351 Inmate makes his last statement.
1357 | Housing Unit 9 Section Leader advises witnesses the inmate has been sedated.
1423 Director orders IV Team to assess sedation and check IV.
1424 | Inmate remains sedated. No issues with IV.
1441 Director orders IV Team to assess sedation and check IV.
1442 Inmate remains sedated. No issues with IV.
1449 | Director orders IV Team to assess sedation and check I'V.

Page 3 of 5




ARIZONA DEPARTMENT OF CORRECTIONS

Correctional Service Log

1450 | Inmate remains sedated. No issues with IV.
1501 | Director orders IV Team to assess sedation and check IV.
1502 | Inmate remains sedated. No issues with IV.
1515 !)irector makes call to Governor’s Office to give update on execution and assessment of
mmate.
1529 | Director orders IV Team to assess sedation and check IV.
1530 | Inmate remains sedated. No issues with IV.
L 1539 | Director orders IV Team to assess sedation and check I'V.
- 1540 | Inmate remains sedated. No issues with IV.
1542 Director spe_aks to Jeff Ziclf in the Attorney General’s Office regarding contingency plan
and proceeding with execution.
1549 | Director informed of death by Special Ops Team Leader.
1549 | Director advises witnesses that the execution is concluded.
1549 Housing Unit 9 Section Leader closes the curtains.
1550 Housing Unit 9‘Section Leader notifies command to proceed with removal of witnesses
from Delta Staging.
| 1553 CIU Investigator examines the body.
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( ~ 1553 | Coroner/Medical Examiner examines the body.
1602 | Housing Unit 9 Section Leader instructs IV Team to cut lines to IV’s
1607 | Team enters and removes restraints from the inmate and places inmate on a gurney.
1608 Restraint/Escort Team assists Coroner in the removal of the inmate’s body.
1609 | All Teams perform clean up duties.
1620 | Housing Unit 9 Section Leader gives directives to secure the Execution Facility.
/ End log.

C
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Institution/Facility Institutional Unit Perlod Covered

ASPC-Florence Central Unit % , I
Hour I 2‘7-) Date rl 95 lq .
Housing Unit/Post/Duty Assignment | u q , ’
Lethal Injection Room Log Hour | b Date 'I Za, IL‘IL
Staff Member Staff | Time Time Staff Member Staff Time Time
fLast, First M1 and Title) Initials | Armrived [ Departed (Last, Flrst M1 and Tcle) Initials Arrived | Departed
HU9 Recorder _Eza lw 61

Time of Day

Occurrence/Action Taken: Events, Activities, Disciplinary Violations, Maintenance Requirements, Safety/Health Staff
Hazards, Other Information Received and Action Taken, etc. Initials

1222

Restraint team enters lethal injection room.

1225

Legs restrained. (maintain good circulation)

1425

Hamess applied.
l%?q Remove left (hard) restraint.
' b&l—l’ Apply left (soft) restraint.

PAY

LI osks ol 1F ¢ feek 0K 10 madt, 1S .

1935

Left arm restrained.

|?)9§ Remove right (hard) restfaint_
%S L QNS Wergh ey e oy Y r
\2) ’3’)' Apply right (soft) restraint. J mm J WMQM&D_‘
\"‘l 63{ Right arm restrained.

79

O 08t inmak i o Feels Ok, inmak, MY
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a
?)?’S Remove belly chains.
62 [/ advigs \omat-Hhey Ore g bure o ghare
N Wpox Do :
29 | 6L (s ininak Y e g agjly At g
Rt .
( -*"’“LC\ Restraint Team Leader checks all restraints.
09 L 05k nmak F \Ebr (eshony feeb plyighy
530 | Dot (s I ot 1 o Ut haht bt & mond
adler 1n o fov Minoks. s 6@[3}})1&'“ S (o
Alhy Wholer Shate
%0 (L QANIES inmpdt hy will a@usn}.
%0 | Thmple f,mue Hhank Y-
'%O Inmate is restrained
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) (N 055 emint
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(32

IV Team enters lethal injection room, and conducts vein assessment

5%%

TL QYRS \nrm}rz%w ar hert 40 do dhe BV

UL and ﬂﬂh’r oW Jﬁnw Q. ust 40ingto dlo

ZLN af@%mm’r

MQ_MJMLMMM 0 e rmh+ back .

il

IV Team explains [V procedure to the inmate.
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M

IV Team exits the lethal injection room.
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Restraint Team exits the lethal injection room.
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~titution/Facility
~_/ASPC - Filorence

Institutional Unit
Central Unit

Period Covered

Hour 0360

Date 0’7‘-23' "d/

Housing Unit/Post/Duty Assignment
Housing Unit 9, Special Operations

Hour/?/? Date//'?',?,? -/7

Staff Member
(Last, First M.I. and Title)

Staff
Initials

Time
Arrived

Time
Departed

Staff Member
{Last, First M.I. and Title)

Staff
Initials

Time
Arrived

Time
Departed

SOT Leader

SOT Recorder

63060

/00

O XoV

vz

Time of Day

Occurrence/Action Taken: Events, Activities, Disciplinary Violations, Maintenance Requirements,
Safety/Health Hazards, Other Information Received and Action Taken, etc.

| D300

Special Operations and |V Teams assembled for execution of inmate:

-

Last:

wooD

Firstt JOSEPH R.

Abce 086279

N
Audio, visual, and medical equipment inspected. Witness Room AV feed off.

IV Team Leader checked and verified the flow of each gauge and confirmed there

are no obstructions in the manifold or lines.

Commenced the preparation of chemicals and syringes.

Completed preparing, labeling, and affixing syringes to the manifold.

Special Operations Team Leader verified that all syringes are properly labeled

and affixed in the correct location on the manifold.

328

EKG leads, Pulse/Oxygen monitor, and blood pressure cuff attached.

_—

Initial blood pressure:

)37 1 8¢

Staff
Initials

—

Shift Commander's Comments; (Notes or comments concerning entries above; commenis deemed appropriate)
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(_/me of Day

Occurrence/Action Taken: Events, Activities, Disciplinary Violations, Maintenance Requirements,
Safety/Health Hazards, Other Information Received and Action taken, etc.

Staff
Initials

1340

IV procedure commenced.

1347

IV procedure completed. Primary IV catheter placed in inmate's Le -ﬂl— 14 / C

/

Backup IV catheter placed in inmate's 72 uo; A <

/352

Director instructed Special Ops Team Leader to commence with drug protocol:

/ﬁJZ

) Syringe 1A, 60 mL Heparin/Saline

/333“'

) Syringe 2A, 50mg Midazolam and 50mg Hydromorphone

1353

. Syringe 3A, 60 mL Heparin/Saline

1354

Drug protocol completed.

q/3’:5“(»

3 minute point.__/.7 LY Q; =) . Confirmed 3 minutes have elapsed sﬁe\

/

commencing the administration of chemicals.

/3577

IV Team Leader verified the inmate is sedated.

/408

j[[ YAl 770/ E /S £ TH &S NOTZD ggz‘ﬂ,:/{

/549

IV Team Leader pronounced death.

Additional entries:

1403 J%é/m;'z, /B 4Oml /IZZT/&ZJ/'}/(//"/(—

/4_/09 )/w//ﬂéé 28 .5’&’/;«4 /Wa/&!?;ﬂ/é/ﬂ ﬁ/)‘/fdﬁq Mﬁeﬂan#éﬁé
/409 Soprvrsz 3.8 Lo s P, /J7 fowe

/<70 c;z('ﬂ;ﬂ/ Ls Q’afpda/ /ﬁ-,p/z,’;‘z

.ft Commander'’s Comments: (Notes or comiffents concerning entries above; comments deemed appropriate)
—

,'-
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Condemned man's last words lead to questions about lethal
injection 'cocktail' in Oklahoma, U.S.

States across the U.S. began using compounding pharmacies for a drug commonly used in executions after a key
supplier stopped providing the drug.

by Graham Lee Brewer (/more/Graham Lee Brewer) (https://plus.google.com/u/0/11293282919048601?rel=author) Modified: February o,
2014 at 10:00 am » Published: February 9, 2014

The final words of two condemned men have placed Oklahoma at the forefront of the national debate over capital punishment and the
constitutionality of the drugs used in lethal injections.

On Jan. 9, Michael Lee Wilson, 38, was put to death for participating in the 1995 murder
of Tulsa store clerk Richard Yost. Shortly. ~ =~ i T " body,

(hgdﬁ)l&&d 150 to his family and the wc € Share on Facebook srds:

“I feel my whole body burning.” Seconds 1(http://www .facebook.com/sharer.php?
u=http://newsok.com/article/3932043&t=Condemnec

On Jan. 23, Kenneth Eugene Hogan said! man's last words lead to questions ras
executed for stabbing to death a college st ~ about lethal injection 'cocktail' in

. Oklahoma, U.S.)
Could the statements by Wilson and Hoga

cocktail used to carry out executions in Oklahoma and other states, or violate
constitutional protection against cruel or unusual punishment?

Wilson's last words were cited in a lawsuit brought against the Missouri Department of
Corrections by death row prisoners seeking basic information about the pentobarbital
intended for use in their executions.

Pentobarbital is a barbiturate used in the execution process to render the condemned
person unconscious. Another drug paralyzes the person and a third stops the heart.

Lundbeck, the Danish company that makes pentobarbital, is no longer distributing it to
states that conduct executions, saying this is a “distressing misuse of our product.”

(/gallery/articleid/3932043/1/pictures/2341654)

FILE - Thi , ) Redacted documents from the Missouri Department of Corrections revealed the state was
- This undated file photo provided by the Oklahoma
Department of Corrections shows death row inmate Michael Lee  gcquiring pentobarbital from a business in Oklahoma, and the records pointed to three

Wilson. Wilson, 38, who was convicted of first-degree murder in

the death of Rishard Yost during a obbery at the convenience possible pharmacies. The Apothecary Shoppe, a compounding pharmacy with locations in
store where Yost worked as the night clerk on Feb. 26, ,is . . . .
scheduled to be executed Thursday, Jan. 9, 2014. (AP Tulsa and Broken Arrow, was one of the three, and similar documents from the Louisiana

Photo/Oklahoma Department of Corrections, File . . .
) Department of Corrections show the shop was also in correspondence with them.

Questions arose about the legality of a pharmacy not licensed in Missouri providing the state with drugs for lethal injection purposes.
Cindy Hamilton, chief compliance officer for the Oklahoma State Board of Pharmacy, told The Tulsa World no state laws were violated
because officials from Missouri drove to Oklahoma to obtain the drug.

Sarah Lees, spokeswoman for the Apothecary Shoppe, said once the business was sold to its employees it went through the process of
reapplying for licensure in surrounding states, including Missouri, Texas, Arkansas and Kansas. She said it is possible the pharmacy
also applied for licensure in Louisiana, but she could not confirm that.

Lees also declined to comment on whether or not the business compounds or sells pentobarbital.
Compound drug safety

Compounding pharmacies mix or alter drugs mainly for individual purposes, such as removing a particular ingredient a patient may be
allergic to or creating a liquid form of a pill for children.

While compounding pharmacies are required to be licensed by the state in which they practice, they do not have to register with the U.S.
Food and Drug Administration, nor do their products have to be approved or tested by the FDA.

“Basically, we don't know A) what the drugs could possibly be contaminated with and B) we don't really know if they're produced at the
concentrations and things that we would expect to have from FDA approved drugs,” said Jen Moreno, staff attorney at the UC Berkeley
Law Death Penalty Clinic. “That's really the troubling aspect of using compounded drugs, is that you don't really know until you have

information what von're actnallv oettine ar 11cine ”


http://www.facebook.com/sharer.php?u=http://newsok.com/article/3932043&t=Condemned%20man%27s%20last%20words%20lead%20to%20questions%20about%20lethal%20injection%20%27cocktail%27%20in%20Oklahoma,%20U.S.
https://plus.google.com/u/0/11293282919048601?rel=author
http://newsok.com/more/Graham%20Lee%20Brewer
http://newsok.com/gallery/articleid/3932043/1/pictures/2341654
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In 2012, federal health officials said 64 people died and 686 others were sickened by steroids cleared by Oklahoma City-based Analytical
Research Laboratories for a New England compounding pharmacy.

Mysterious process

On Thursday, a colleague of Moreno's, Eighth Amendment Resource Counsel for the UC Berkeley School of Law's Death Penalty Clinic
Megan McCracken, filed a lawsuit against the Oklahoma Department of Corrections for not promptly responding to a Jan. 1 open
records request asking for, among other things, drug chain of custody documents, correspondences with pharmacies, and any records or
documents regarding the manufacturers and distributors of any drugs used for the purpose of execution.

“What we know about Oklahoma is that we really don't know very much,” Moreno said.
“It's probably one of the states where we get the least amounts of information about what they're doing.”

According to Oklahoma statute, “The identity of all persons who participate in or administer the execution process and persons who
supply the drugs, medical supplies or medical equipment for the execution shall be confidential and shall not be subject to discovery in
any civil or criminal proceedings.”

Death penalty experts like Moreno argue the use of pharmacies that are not federally regulated raises moral and ethical questions about
the lethal injection process in America. She said in order to determine that pharmacies used by state corrections departments adhere to
quality standards it is important states be as transparent as possible.
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Condemned man's last words lead to questions about lethal
injection 'cocktail' in Oklahoma, U.S.

States across the U.S. began using compounding pharmacies for a drug commonly used in executions after a key
supplier stopped providing the drug.

by Graham Lee Brewer (/more/Graham Lee Brewer) (https://plus.google.com/u/0/11293282919048601?rel=author) Modified: February o,
2014 at 10:00 am » Published: February 9, 2014

“I think that the problems of the drugs that Oklahoma is using is a complete mystery,” said
Moreno. “The Oklahoma Department of Corrections has provided no information either to
plaintiffs — and I mean plaintiff by inmates — or journalists about where they are getting
their drugs, if the drugs are in fact being compounded, and whether or not they're coming
from a pharmacy that's reputable, that meets quality standards. And, furthermore,
certainly haven't provided any information on the purity or potential contaminants of the
drugs that they've received.”

This lack of transparency is typically not applied to other uses of taxpayer dollars, said
Executive Director of the Death Penalty Information Center Richard Dieter, a national
nonprofit that studies issues concerning capital punishment.

“If they were building a bridge, they'd have to say where the girders are coming from and
the bolts and who makes them and how you test them to make sure the bridge will stand

u i%ajd Dafeg “In,}his case, they're carr & Share on Facebook etail

Q[ting the drugs from and '(http://www.facebook.com/s,harer.php’?them

together and the licensing of these places, |~ /newsok.com/article/3932043&t=Condemnec
Dieter said not only does the public have ¢ Man's last words lead to questions pent's

responsibility to protect the interests of pi about lethal injection ‘cocktail' in
(/gallery/articleid/3932043/1/pictures/2341654) Oklahoma, U.S.)

[13 .
FILE - This undated file photo provided by the Oklahoma Yeah the company that provides the drug e, co camurassons wrey ey oromsoos
Department of Comrections shows death row inmate Michael Lee  hyjginess, but we don't protect against that sort of thing,” said Dieter. “Be open about it and

Wilson. Wilson, 38, who was convicted of first-degree murder in

the death of Richard Yost during a robbery at the convenience  ]et the public decide. I think that's the concern, that we're hiding from ourselves or we're
store where Yost worked as the night clerk on Feb. 26, 1995, is . . . . »

scheduled to be executed Thursday, Jan. 9, 2014. (AP letting the government hide information that generally we would demand.

Photo/Oklahoma Department of Corrections, File)

An open records request submitted jointly by The Oklahoman and The Tulsa World last
month asking for documents pertaining to companies or pharmacies that provide the state with execution drugs, amounts paid and
execution protocol have only been partially fulfilled.

On Friday, state Corrections Department spokesman Jerry Massie told The Oklahoman while statute specifically says all “persons” who
supply execution drugs is confidential information, requests for the names of pharmacies or businesses that provide pentobarbital likely
would not be granted.

“Corporations are considered persons under the law,” said Massie.
Crafting alternatives

Oklahoma purchased 20 doses of pentobarbital in the summer of 2012 for $40,000, said Massie. Of those 20, 10 doses remain. It's not
clear where Oklahoma got this supply. In 2011, Lundbeck ordered that its pentobarbital no longer be sold for use in executions.

Questions have been raised in other states about the expiration dates of pentobarbital and how the drug is stored. Massie said
Oklahoma's doses are already in a usable form and have a shelf life of three years. He said the state Corrections Department's remaining
supply is not stored at a state facility.

Oklahoma statute provides that if the lethal injection method of execution is found unconstitutional the state may again use
electrocution, which was last used in Oklahoma in the 1966 execution of James French, 29. If electrocution is found unconstitutional,
statute allows for the use of firing squad.

Massie said if lethal injection is found unconstitutional or pentobarbital runs out, it is more likely a stay of execution would be granted
until an alternative can be acquired, rather than the use of the electric chair.


https://plus.google.com/u/0/11293282919048601?rel=author
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http://newsok.com/more/Graham%20Lee%20Brewer

Last month, the state of Ohio tried a never before used drug combination in the execution of Dennis McGuire. It took McGuire 25
minutes to die in what defense attorney Allen Bohnert called a “failed, agonizing experiment.”

The possibility of again trying new drugs for executions is a troubling and problematic scenario, said Brady Henderson, legal director
for the Oklahoma branch of the American Civil Liberties Union.

“Basically, what we're doing is a form of human experimentation, at the end of the day,” said Henderson. “What can happen is
executions can start becoming experiments, and what that means is it's much harder to predict whether a particular technique is going
to produce something that is cruel and unusual, to use constitutional terms.”

Dieter agrees, again pointing to the necessity for public opinion on how inmates should pay the ultimate price to society.

“If this were another country that was trying new ways of executing people, we would be somewhat shocked. And, if it were in this
country in any other context, say taking involuntary patients and trying a drug that had never been used before or any combination and
forcibly injecting it into a person,” said Dieter, “I realize it's the death penalty, but it doesn't erase all ethical and constitutional
protections.”

“I think instead what's happening is (states are) saying what's available, and when it's available they're using it and not sure exactly
what's going to happen, at least the first time.”

The state Corrections Department currently has no backup plan for how to carry out lethal injections if pentobarbital becomes
unavailable and a suitable alternative is not found.

“We'll address that when that possibility arises,” said Massie.
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South Dakota carries out
execution using
contaminated compounded
drugs

A prisoner who died this week in a potentially botched lethal injection
was Kkilled using drugs from a compounding pharmacy, it has
emerged.

Eric Robert was executed in South Dakota on 15 October using a single
dose of the barbiturate pentobarbital, which had been made to order by a
compounding pharmacy. The status of such pharmacies has been in the
spotlight in recent weeks after one was linked to an outbreak of
meningitis.

Mr Robert reportedly took 20 minutes to die and opened his eyes during
the process, after which they remained open until the end.

A certificate of analysis of the pentobarbital which was used in the
execution found that it was contaminated with fungus.

Maya Foa, head of Reprieve’s lethal injection project said: “The use of
drugs from compounding pharmacies is already risky, as US authorities
have themselves stated. But to use contaminated drugs to carry out
executions is to invite disaster. Without knowing where the drugs have
come from, what their quality is, or even what kind of drugs are being
injected, there can be no assurances that the drugs will work — and the
prisoner risks dying in agony.”
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