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PROVINCE OF ONTARIO 
 
CITY OF BURLINGTON 
 

D E C L A R A T I O N O F L A RR Y D . SASI C H , PharmD MPH F ASHP 
 

1. My name is Larry 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 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, 

also served as the Consumer Representative on the Food and Drug 

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 
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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 

is 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 

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

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

I . 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 

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 

-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 
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associated with compounding untested and unapproved new drugs without 

necessary expertise in federal manufacturing oversight. 

9. 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

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. 
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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  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 
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on that an FDA-approved product cannot be used for 

 neither the 

pharmacist nor the prescribing physician is fulfilling the professional role as Mr. 

 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.   

I I . Ingredients Used In Compounding Pharmacy A re Suspect 

14. The quality of raw bulk product, or Active Pharmaceutical Ingredients 

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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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  synthesis; nor is there any available information) again 

because of 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, 

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 
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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 
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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  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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I I I . Risks of Using Compounded Drugs of Unknown Provenance in 
L ethal 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 variety 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 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. 

I V .  

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 
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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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PROFESSIONAL EXPERIENCE 

 

April 2013 to date 

 

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

July 2007 to April 2013 Consultant, 
Saudi Food and Drug Authority 
3292 Northern Ring Rd. Al Nafal District 
Riyadh, Saudi Arabia 
 

November 2009 to 2012 Consultant, 
 

1600 20th Street, NW  
Washington, D.C. 20009 

 

2007 to 2009 

 
Chairman, 
Department of Pharmacy Practice 
LECOM School of Pharmacy 
1858 Grandview Blvd. 
Erie, PA 16505 
 

2006 to 2007 Acting Chairman, 
Department of Pharmacy Practice 
LECOM School of Pharmacy 
1858 Grandview Blvd. 
Erie, PA 16505 
 

2005 to 2006 Assistant Professor, 
Department of Pharmacy Practice 
LECOM School of Pharmacy 
1858 Grandview Blvd. 
Erie, PA 16505 
 

2006 to 2008 Consultant 
Centre for Science and the Public Interest  
Canada 
Suite 4550, CTTC Bldg. 
1125 Colonel By Drive 
Ottawa, Ontario K1S 5R1 
Canada 
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PROFESSIONAL EXPERIENCE 

 

2005 to 2007 Consultant 
 

1600 20th Street, NW  
Washington, D.C. 20009 
 

2005 to 2006  Consultant 
Canadian Agency for Drugs and Technologies 
in Health 
600-865 Carling Avenue  
Ottawa, Ontario K1S 5S8 
Canada 

1995 to 2005 Research Analyst 
 

1600 20th Street NW  
Washington, D.C. 20009 

1991 to 1995 Drug Information Pharmacist 
King Faisal Specialist Hospital and 
Research Centre 
Riyadh 11211, Saudi Arabia 

1993 to 1996 Adjunct Clinical Faculty 
Welch School of Pharmacy 
University of Wales  
Cardiff, Wales 

1992 to 1995 Clinical Instructor 
College of Pharmacy 
King Saud University 
Riyadh, Saudi Arabia 
Graduate and Undergraduate Teaching 

1988 to 1990 Clinical Pharmacist 
St. Helens Hospital and Health Center 
St. Helens, OR 
 
Emanuel Hospital and Health Center 
Portland, OR 

1985 to 1988 Associate Professor of Clinical Pharmacy 
Idaho State University  
College of Pharmacy 
Pocatello, Idaho                 
 
Promoted and Tenured July 1, 1984 
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PROFESSIONAL EXPERIENCE 

 

1983 to 1984 Assistant Professor of Clinical Pharmacy 
College of Pharmacy 
Idaho State University 
Pocatello, Idaho 
 
Acting Associate Dean  for Student Affairs 

1982 to 1983 Assistant Professor of Clinical Pharmacy 
College of Pharmacy 
Idaho State University 
Pocatello, Idaho 
   
Director of Professional Practice  

1979 to 1982 Assistant Professor of Clinical Pharmacy 
College of Pharmacy 
Idaho State University 
Pocatello, Idaho 
 
Director, Idaho Drug Information Service and 
Regional Poison Control Center 

1976 to 1979 Assistant Director of Pharmacy Services 
USA MEDDAC 
Berlin, West Germany 

1975 to 1976 Staff Pharmacist 
USA MEDDAC 
Wuerzburg, West Germany 

1970 to 1974 Pharmacist 
Baneth's Pharmacy 
Menlo Park, CA 

 
 

HONORARY SOCIETIES 

1982    Rho Chi 

1982   Sigma Xi 
 
 
 
 



 5 

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  Idaho 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 
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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 
 

PUBLICATIONS 
 
Sasich LD. Rapid Response: Tamiflu: 14 flu seasons and still questions. BMJ 2013. At 
http://www.bmj.com/content/346/bmj.f547?tab=responses. Accessed January 28, 2013. 
 

Avastin (Bevacizumab). Saudi Pharmaceutical Journal  2012; 20: 381-385. 
 
Sukkari SR, Humaidan AS, Sasich LD. The content of Arabic language consumer 
medication information leaflets for three drugs: a pilot study. Saudi Pharmaceutical 
Journal 2012  
 
Sukkari SR, Sasich LD, Humaidan AS, Burikan ON. An Analysis of Metformin Treatment 
for Adolescent Obesity at 48 Rather Than 24 Weeks after Treatment Cessation.  Archives 
of Pediatrics & Adolescent Medicine 2010; 164(7):678. 
 
Cook GE, Sukkari SR, Sasich LD. An Additional Source of Bias in Antidepressant and 
Other Trials. Pharmacotherapy 2010;30:117e-118e. 
 
Cook GE, Sukkari SR, Sasich LD. Lost in Transmission  FDA Drug Information That 
Never Reaches Clinicians. New England Journal of Medicine 2010;362(6):561-563. 
 
Cook GE, Sasich LD, Sukkari SR. DIONYSOS study comparing dronedarone with 
amiodarone. BMJ 2010;340:c285. 
 
Sasich LD, Sukkari SR, Barasain MA. An Academic Perspective on the APPEs' 
Educational Significance. American Journal of Pharmaceutical Education 2009; 73: article 
139. 
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PUBLICATIONS 
 
Tuttle DA, Sasich LD, Sukkari SR. Improving Access to FDA Reviews and Documents. 
Journal of the American Medical Association 2009; 302: 2204. 
 
Sasich LD, Sukkari SR, Cook GE, Tuttle DA. The Importance of FDA Approval 
Packages and Briefing Documents in Pharmacy Education. American Journal of 
Pharmaceutical Education 2009; 73:126-127. 
 
Sasich LD, Barasain MA, Al Kudsi MA. Three country comparison of selected safety 
information in the prescribing information for rosiglitazone (Avandia). Saudi 
Pharmaceutical Journal 2009; 17: 195-198. 
 
Sukkari SR, Sasich LD. Look in the Looking Glass Not Through It. American Journal of 
Pharmaceutical Education 2009; 73:56-58. 
Brown S, Olson P, Sasich LD. My First Drug Information Question  Should My Wife and 
Baby be Subjects in an Uncontrolled Clinical Trial? Journal of the American Pharmacists 
Association 2008; 48:444-445. 
 
Sukkari SR, Sasich LD, Tuttle DA, Abu-Baker A, Howell H.  Development and Evaluation 
of a Required Patient Safety Course. American Journal of Pharmaceutical Education 
2008; 73(3) 
 
Kronmal R, Sasich LD. The FDA Should Not Have Approved Kuvan. PKU News 2008; 20: 
2-11 and 12 [invited editorial]. 
 
Sasich LD. Book Review: Evaluating Clinical Research  All that Glitters is not Gold. 
American Journal of Pharmaceutical Education. 2008; 72(2). 
 
Sasich LD, Barasain MA, Al Kudsi MA. The CV Risks of Etoricoxib (Arcoxia). Annals of 
Saudi Medicine 2008; 28:141-142.  
 
Vitry A, Lexchin J Sasich LD, , Dupin-Spriet T, Reed T, Bertele V, Garattini S, Toop L, 
Hurley E. Provision of information regu websites. Internal Medicine 
Journal 2008 (doi:10.1111/j.445-5994.01588.x). 
 
Sasich LD, Sukkari SR. Unknown risks of pharmacy compounded drugs. Journal of the 
American Osteopathic Association 2008; 108:86 [letter].   
 
Miller J, Olmer J, Sasich LD. Importance and methods for accessing FDA approval 
packages and briefing documents. Annals of Pharmacotherapy 2007; 41:2071-2072. 
Sasich LD. Remembering Jere Goyan. American Journal of Health-System Pharmacists 
2007; 64:1142 [letter].  



 8 

PUBLICATIONS 

Sasich LD. Patients may not be receiving Medication Guides. Scribe  International 
Society of Pharmacoepidemiology 2006; 9:8. 

Sasich LD. Don't forget to give out MedGuides.  Drug Topics April 3, 2006. 

Sukkari SR, Sasich LD. Patient Information Leaflets. Canadian Medical Association 
Journal 2004; 171:10 [letter]. 

Sasich LD. Viewpoint - Useful drug information: 20 years and still waiting. Drug Topics 
2003; 147:17.  

Sukkari SR, Sasich LD. Cisapride and patient information leaflets. Canadian Medical 
Association Journal 2001; 164:1276-1278. 

Wolfe S, Lurie P, Sasich LD, Barbehenn E. Information on thiazolidinediones. Lancet 
2000; 356:254-258 [letter]. 

Lurie P, Sasich LD. Safety of FDA-approved drugs. Journal of the American Medical 
Association 1999; 282:2297 [letter].  

Sasich LD. Useful prescription drug information. American Journal of Health-System 
Pharmacists 1999; 56:477-478[letter].  

Sasich LD, Sukkari SR.  International Drug Information Notes: Update on cisapride 
(Prepulsid). Saudi Pharmaceutical Journal 1998; 6:270-272. 

Wolfe SM, Sasich LD, Barbehenn E. Safety of sildenafil citrate. The Lancet 1998;352: 
1393 [letter].  

Sasich LD, Sukkari SR.  International Drug Information Notes: Old German drugs. Saudi 
Pharmaceutical Journal 1998; 6:160-163. 

Bradley L, Sasich, LD, Wolfe SM. The Information Content of Patient Medication 
Information Leaflets Distributed by Pharmacists: Examination of Five Fluoroquinolone 
Antibiotics.  Journal of the American Pharmaceutical Association 1998; 38:278-
279[abstract]. 

Sasich LD. Book Review: Moore TJ. Prescription for Disaster New York: Simon & 
Schuster; 1998. American Journal of Health-System Pharmacists 1998; 55:511. 

Sasich LD, Sukkari SR. International Drug Information Notes: Recent drug withdrawals 
and proposed withdrawals in the US and UK. Saudi Pharmaceutical Journal 6:92-98; 
1998. 

Sasich LD, Wolfe SM, Pearson C, Swankin DA, Levin DA, Levin AA, Beard J.  The 
National Council on Patient Information and Education.  Journal of the American Medical 
Association 278:1491-1492; 1997[letter].  
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Kent Diveley, M.D. 
Diveley Medical Corporation 
1205 Pacitic Highway # 2603 
San Diego, CA 
92101 

August 4, 2014 




MEDICAL REPORT 


1. My name is Dr. Kent Diveley. I am a board certified Anesthesiologist in full time 

clinical practice at Scripps Mercy Hospital, a level one trauma center located in 
San Diego, California. I 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 I 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 I have been asked to provide 
testimony in a lethal injection case. I am not an academic physician and have not 
published literature in this area. Personally I've attended more than 20,000 
patients undergoing anesthetics for a wide range of procedures and am intimately 
familiar with the clinical applications of the drugs used for lethal injection in the 
state of Ohio. It is from my many years of work in rendering patients unconscious 
and working with these medications that I draw my opinions and conclusions in 
this case. 


3. I am 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. In forming my opinions and conclusions, I have reviewed the following documents: 


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





Kent Diveley, M.D. 
Diveley Medical Corporation 
1205 Pacific Highway# 2603 
San Diego, CA 
92101 

August4,2014 




MEDICAL REPORT 


5. In the 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. 



Affidavit of Larry D. Sasich 



AFFIDAVIT OF LARRY D. SASICR 

1. My name is tarry D. Sasich, PharmD, lvlPI-I, FASHP. I 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 

kriow:ledge and experience. The opinions I express in this statement are made to a 

reasonable degree of scientific certainty. 

2. I am a Consultant speciaJ.izing in drug safety and efficacy issues. I have a Masters 

in Public Health, with an emphasis in biostatistics and epidemiology, from George 

Washington University, and a Doctorate ofPharrnacy from University of the 

Pacific. I completed my residency in nuclear pbarmacy at the 'University of New 

Mexico. I have been elected a Fellow in the American Society of 

Pharmacists (F ASHP), and have authored numerous publications and/or presented 

analysis on drug safety issues. Among other positions, in 2008 and 2009 J was 

appointed to the Science Board ofllie 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. 

3. Counsel representing Texas death- sentenced prisoners asked me to provide opinions 

on the use of compounded pentobarbital in executions performed by fue Texas 

Department of Criminal Justice (TDeJ). Specifically, counsel asked me to review the 

processes involved in compounding, and assess the potential risks resulting from the 

use of compounded pentobarbital, including that pwvided by Woodlands Pbarmacy> in 



an execution scenario. In preparation, I was provided and re\liewed the following 

documents, attached to this Declaration: 

a. Execution Protocol of Texas Department of Criminal Justice dated July 2012; 

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

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

October 4, 2013, consisting of 15 pages; and 

d.. FDA 483 issued to Eagle Analytical Services on June 17, 2103. 

I was also independently aWdIe of the 483 issued to Professional Compounding 

Centers of American (PCCA), and the 2006 seizure 0000 vials of misbranded Active 

Pharmaceutical Jngredients (APIs) intended for sale to compounding pharmacies for 

use in compounding human drugs. 

4. I previously provided a declaration to the lawyers representing Georgia death row 

inmate Warren Hill that provided an overview of the problems in the compmmding 

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 my declaration in that case 'necessarily lacked some specificity. This 

affidavit, informed by time and relevant information, provides an overview, but also 

far lJlore detail. 

PHARMACY COMPOUNDING - OVERVIEW 

5. Pharmacy compounding is a traditional practice of the profession of phannacy. 

There are two types of compounding - traditional and non-traditional. Traditional 

compounding does Dot 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 to a 

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 

fonn. In such a case, a tablet's ingredients may be reformulated into an oral liquid 

for admin.istration.. This medication would be considered to be life-sustaining, and 

the expected benefits would likely bejudged by the patient's learned intennediary (a 

licensed heal.thcareprofessional who holds prescriptive authority) to outweigh risks 

associated with the use 'of a non- FDA -approved, non-G11P (Good Manufacturing 

Practices) produced. product. "With traditional phann!;l.cy compounding, then, the 

FDA generally exercises enforcement discretion to allow proyjsion of these products 

to meet the specific needs of patients. 

6. Non-traditional compounding involves the use of raw ingredients (API's) to 

manufacture a copy or substitute for an FDA-approved dnlg, not for a specific 

patient with a specific meclical need, but for general distribution. Itresembles drug 

manufaoturing more than it does the practice of pharmacy. Unlike manufacturers, 

compounding pharmacies are generally not subject to the drug approval pro.cess 

and rigorous checks and reooulatory procedures required under federal G:rvfps. 

Because ·llie FDA does not regulate non-traditional compounding, phannacies 

practicing non-.traditional compounding are nut required, under fed.erallaw, to 

demonstrate that their products are pure, potent, safe, or effective, nOT are they 

required to maintain compliance with federal manufacturing guidelines or oversight. 



7. Thus in contrast to the FDA's decision to exercise enforcement discretion with regard , 

to traditional compounding, practice is only regulated .• if at all, by the 

slares. 

8. The FDA may use its to enforce provisions of the Federal Food, Dlllg, 

and Cosmetic Act (FFDCA) with respect to compounding "in order to eoswe (a) tbe 

existence of individual medical necessity that cannot be met with FDA-approved 

products as determined by a licensed prescriber acting as the learned intennediary, 

and (b) a tacit understanding that FDA.approval, federal GMP, and federal 

inspection and oversi.ght constitute a basic standard of care for pharmaceuticals in 

the United States, with a tolerance for circ\JlDvention of those standards only in the 

rarest circumstances of medical necessity. They also avoid the substantial costs 

associated with maintaining compliance with federal manufacturing oversight. At 

the same time, they charge equivalent or even higher prices for their products. 

9. Over the past several decades, marketing experts have leveraged the traditional, 

medically-driven, therapeutically essential role of compolOldiog • where federal 

standards are set aside in instances of critical medical need - to legitimize a 

substandard drug industry of cbe.utical distributors and oth.er entities, who 

provide training and supply active and inactlYe ingredients, compounding 

equipment., recipes, and marketing tools for a fast-growing (non-traditional) 

compounding businesses. 

10. This industry operates in a "grey market," where non-federally regulated drug 

manufacturing, marketiog, and promotion throughout the United States is 



I 

, , 

, ., 

strategitallY legitimized through consistent messaging around the historical role of 

drug compounding. 

11. Non-traditional compounded drugs, such as the pentobarbital sold by Woodlands 

Pharmacy to TDCJ, are not FDA-approved for any purpose. 'This means that the 

FDA has not verified theu safety or effectiveness or the quality of ' their 

manufacture. They do not meet federal requirements for purity, potency, efficacy 

and safety. Existing outside oftbe FDA regulatory framework which ensures these 

qualities in manufactured pharmaceutical .compounding pharmacies have 

evolved into a substandard drug industry responsible for making large quantities of 

unregulated, unpredictable and potentially unsafe drugs. The FDA's Web site lists 

nw:o.erous examp1es of serious public health risks associated with the use of pharmacy 

compounded products at: 

bttp:!lwww.fdag.ov/Drugs/GuidanceComplianceRegu1atorylnfOImation/PharmacyCo 

mpouudingidefaulLhtm. 

12. Even for the treatment of animals, the American Veterinary Medical Association 

actively discourages the use of compounded drugs e2tcept in cases of veterinary 

medical necessity. This professional policy was recently Wlderscored after the 

death of 21 polo ponies from poisoning by compounded drugs. The American 

Veterinary Medical Association advises that because one cannot assure the quality 

of bulk AP1s, they must Dot be compounded for use in animals. See Katie Thomas, 

Polo Ponies were given Incorrect Medication, NEW YORK TiMES, April 23 , 2009, 

available here: 



http://www.nytimes.coml2009/04124/ sportslothersportS/24 polo .hunl? Katie 

Thomas, Deaths o/Polo Horses Highlight Practices a/Disputed Pharmacies, NEW 

YORK TIMES, April 30, 2009, available here: 

http://www.nytimes.coml2009/0S/O I I sportsio lhersportsiO 1 polo .hlml. 

13. For these reasons and those detailed below) there is a foreseeable risk that the non-

traditional compOlmded drugs made for use in lethal injections - such as the 

pentobarbital sold by Woodlands Pharmacy to TDCJ - will be sub-standard in a 

manner that will cause 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 limited 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 

14. Drug manufacture is highly technical, requiring strict adherence to current GMP and 

a rigorous and continuous process of FDA inspection., regulation, supervision and 

oversight. 

15. The manufacture of sterile drugs intended for intravenous administration, such as 

pentobarbital, is acJcnowJedged by pharmaceutical manufacturers and the FDA 

alike to be one of the most difficult of al l phamlaceutical processes to execute. 

The preparation of sterHe drugs is unavoidably complex> often involving many 



steps aFld rnanipulatipos. Each step poses an opportunity for error, including 

unintended iniioduction of potentially dangerous cross contanlinants, and (be 

possibility of-a problematic osmolality or intbalanced pH (acidity or basiclty). 

t 6. Unlike roanufacturers, compounding pharmacies do Dot have to adhere to the 

rigorous FDA.approvoo procedures for manuiac.ruring sterile drugs . lnstead, the 

less rigorous United States Pharrnacopo.eia (USP) < 791> chapter standards may be 

applied to compounders. As a result, the potential for product contamination in 

drugs is far higber 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 
INGREDIENTS, USED IN COMPOUNDED DRUGS 

17. 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 Committee cited 

compounding pharmacies as a primary route of entry for COlIl1terfeit bulk drugs: 

"Lured by high prices and potential profits in the United. States. counterfeit bulks 

[API's] can get into our prescription drugs in several ways: (1) as imported 

ingredients t9 U.S. rnaoufacturers; (2) as imported ingredients to 

compounders; and (3) as Source ingredients for lotemet pharmacies marketing to the 

U.S. The counterfeiters use sophisticated methods such as preparing false labeling, 

cootaioers, seals and certificates of analysis, or using a manufacturing process that 

differs from the filed manufacturing process." See Prepared Statement of Honorable 

Fred Upton before the House Commerce Committee Subcommittee on Oversight and 



· Investigations COlmterfeit Bulk Drugs. June 8. 2000, 'available here: 

I 16/05p-Ol16-cpOOOOJ-17-Exhibit-

16-volJ .pdf. Former FDA Associate Com.n:Ussioner Dennis BakeT testified that 

" [-counterfeit bulk drugs] pose a real or potential bealth bazard because their 

manufacturer is often unknown .... The impurity profile is unknovm, and the age, 

the storage. the manufacturing environment, or the synthesis of the product cannot 

be determi..ned" creating a 'situation where "no amoWlt of finished product testing 

can build quality into the producl" Jd., Statement of Dennis Baker, available here: 

http://www.hbs.gov/asVtestify/t000608a.html. 

18. It is very difficult, if not impossible, to trace the raw APl chemicals used in 

compounding back to the original manufacturer for iofonnation on quaJity, 

packaging, storage. shipm.ent cooditions. and chains of custody - all necessary to 

ascertain the identity, purity. potency, and efficacy of a medicatioD. 

19. I have seen no evidence that the API pentobarbital sodium procured fi:om PCCA 

by Woodlands Pharmacy to compound the drug sold to TDCJ for use inlctbal 

injections was produced in an FDAAregistercd and inspected facility. This is not an 

idle concern. Plants in Chjna have been idemified in which pesticides are 

manufactured using the same equipment used to make APls bound for human 

ingestion as part of a compoWldedApbannacy product. See Statement of Dennis 

Baker, supra. By con1rast. API's used in maoufactured (FDA regulated) 

pharmaceutica ls must come from a manufacturer that holds a Drug Master File (a 

confidential. detailed document submj tted by API manufacturers to the FDA 



·contaioi.ng the chemistry, manufacturing and controls of a drug component) for the 

chemical, and must be manufactured in an FDA-approved plant. Although PCCA 

claims that they only buy their API 's from FDA registered facilities, trus means only 

that the facility has put their name on file with the FDA - it does not mean that the 

facility is inspected or a.pproved by the FDA. 

·20. Ethical chemical manufacturers who adhere to professional Responsible Care 

principles are more likeJy 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. 

approved qbemical manufacturers are more likely to release large 

quantities of bulk chemicals int-o the grey market, increasing.the likelihood that 

substandard clJemica:ls will serve as the starting materials for both traditional and 

non-traditional compounding. 

21, 10 this unregulated market, a chemJcal labeled to represent a certain active 

ingredient may actually contain another. quite different ingredient Practitioners. 

regulators. and experts have identified this problem as to cbemicals distributed in 

large quantities to pharmacies throughout the nation for use in compounding. 

22. There can be no guarantees tha t APIs 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 fadlity under current GMP standards, there can be no assurance as to the 

quality variation from IOH o·lo( or container-to-container. 



23. If poor quality ingredlents are used, e.ven the best compounding practices \¥:ill not 

build quality IIDd suitability into the final product 1be compounded drug may be 

contaminated., super-potent or sub-potent, non-sterile, or at risk of an UDUSuaUy short 

shelf life, A pharmacist may have confidence in her ability to accurately measure 

or weigh individual ingredients and extend'this confidence as a quaJity measure for 

the finished coruPOlmd.. But if the pharmacist is starting with an adulterated or 

counterfeit chemical that would go unrecognized in a pharmacy setting (as opposed 

to a manUfacturing facility with the capacity to test the quality of ingredients and 

overseen by federal reguJators), accurate measurement of chemicals cannot remedy 

an already adulterated or otherwise unsafe product with respect to identity, purity, 

.potency. or harmful contamination. Despite a pharmacisfs best efforts, there are 

parameters beyond her professional control1hat build risk and uncertainty into all 

compounded product!). 

TESTING THE API AND THE FINAL PRODUcr 

24. Compounded pentobarbital iIijection is made from the API, sodium pentobarbital. that 

is then mixed with other ingredients, in appropriate proportions, Testing of-boOt the 

API and each step in the production of the ·final compounded product is important, but 

an educated undeIStanding of the results - and potentially their inadequacies - -is 

crucial. Tbe quality and adequacy of the analytical Jab or labs conducting the testing 

is also vita!. 

25, Testing only provides a very provisional indication of an API's suitability for 

compounding given the unkno"WDS about the chemical's integrity, stora,ge, and 



custody in the timeframe from testing to pharmacy compounding and use. 

26. Compounding pharmacists generally do not have the ability to test cllemicaJs for 

identity potency. purity and contamination. Laboratories, such as Eagle Analytical. 

are in business to perform such tests for pharmacies and their suppliers. 

27. Texas' execution protocol does Dot include provisions for testing the API 'Or the 

finished; compounded dosage fODD oflbe pentobarbital to be used in executions. The 

ability of TDCrs source of pentobarbital to engage a reliable and competeDt 

laboratory to conduct testing to coofinn the identity of the chemical, or to identify 

the presence of h6IJ1J.ful contaminants that pose an immediate safety threat if 

administered intravenously. is vita! to avoiding the serious hazards inherent to the use 

of compounded drugs for executioos. Neither the testing that has been conducted to 

date. nor the labs conducting that testing, are adequate to avoid these critical risks. 

RISKS SPECIFIC TO EXECUTION BY LETHAL INJECTION IN TEXAS 

28. Pentobarbital injection compounded from unverified ingredients poses a substantial 

risk of harm from the ingredients alone: the use of untested, inadequately tested 

and/or non-validated fonnulas 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 include sub· or 

super- potency, cross contamination with potentially dangerous allergens or other 

substances that may cause immediate anaphylactic reactions. inappropriate 

osmolality or pH, and even the admin.istration of an entirely incorrect chemical or 

active ingredient. 



AP'I!, and $ubsHwclprd .Ingredients: Sub and potepcy 

29. As detailed above. the questionable SOUIce of API's utilized in and supplied to 

compounding pharmacies can lead to use of fraudulent or sub-standard primary raw 

ingredients, leading to a serious risk of a lack of purity, potency, and even iden1ity of 

the drug itself 

30. There is a substantial risk that the roCI wlU administer a sub-potent dose of 

pentobarbital, resulting in less than effective depression oftbe central nervous 

system. The pentobarbital solution will be made oia proportion of water and 

active ingredient. There does Dot appear to be any mechanism wlthin Texas ' 

execution protocol to adjust measurements to account for the hygroscopic (water 

absorbing)natureofth,echemical. In such circumstances,non-adjustmentforthe 

hygroscopicnatureofachemical willresu lt ina concentration lowerthanintei:ided.· 

1'he difference will depend on the actual water content ofllie API. If 

unaccounted for, this known reduotion mpotency owing to water content adds 

to other Irnown threa.ts regarding the purity and potency oillie drug as it exists 

at the time of compounding, its potential for degradation after io..itiaI testing. 

its potential for intentional or unintentional adulteration, its potential for 

mis labeling. all these threats increase the risk of formulating a 

sub-potent dosage fonn. I fsub-potent pentobarbital is used - .and thus a non-

letha l does is administered - theprison.ers will foreseeably experience sympto.n:J.S 

of acute but not lethal intoxication including nausea and vomiting, symptoms 

oflife- tlrreatening but not fatal respiratory depression and corollary organ 



damage (including brain damage), and paradoxical central nervous system 

excitation. 

31. Foreseeable consequences of the a.dmi.oistration of a drug include 

suffocation and gasping for breath, before the loss of consciousness. 

32. While the PCCA Lab Report reflects analysis of the API presumably used in the 

compounding of the sodium pentobarbital sold to TDCJ, See Ex. C pp. there is no 

indication who did the analysis, where it was conducted, or the source of the API. 

33. The TDCJ has not disclosed evidence that the APl used in the pentobarbital in its 

current possession was manufactured in an facility. There is also no 

evidence that the API meets U.S. Phacmacopeiastandards required for the finished 

dosage forms. There is no way of knowing the current quality of the API in the 

bottle, after manUfacture and initial testing, and after supply-chain, repackaging 

and pharmacy handling. 

34. Although Eagle Analytical Services conducted potency tests 00 the compounded 

product, they ran no other tests, failing to test for sterility, cont-aminatioo, or 

particulates. Moreover, Eagle Analytical Services was the recipient of an extremely 

critical 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 specifications, standards and test 

procedures to assure that components conform to appropriate standards of identity, 
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strength, quality and purity." ld. at p. I. Of the many problems detailed in 

Observation 1 is fIDding L: "your "firm bas failed to Validate tbe Test Method for any 

potency assays conducted by your fum . You have nOI determined the eval-uaJion of 

accuracy, sensitivity, specificity, and reproducibility o/the test methods used in the 

analyses of drug products submitted by clients to yow firm." rd. at p.2 (empbasls 

added). Controls are not recovered, yet drugs are stiU passed, and there is no 

documentation of the deviation. Sterility and Contamination Tracking Loss are not 

kept, and there are no signatures to indicate any review of such Logs. There is no 

Quality Control Urut and thus no one "that bas responsibility and authority for 

approving ["Or] rejecting all procedures, methods, and specifications related to the 

identity, slrenglh, quality and purity of drug products submitted to your firm for 

analysis . ... " Id. at p. 4 (emphasis added). 

35. These are very serious - and very recent - probJems that should draw into question any 

test results obtained by Eagle Analytical. There is no indication 'that three months 

later, when Eagle the compounded drug sold to roCJ for use in executions, 

those problems had been fixed. Given the gravity of the problems identified. there 

should be substantial coucern about the validity oftbe results of the tests conducted by 

Eagle on the Pentobarbital so1d to TDCJ in Seplember 2013. 

The Second Balch of Compounded PentpbarbHaJ is Entirelv Untested. 

36 . Each time the TOC] obtains a new batGb of compounded pentobarbital, tbe source of 

the API will be unknown, and the same questions regarding the quality oftbe APT will 

be implicated. There is DO indication whether the Certificate of Analysis of the API 



obtaiiled by PCCA was used for both batches of comp01mded pentobarbital 

Woodlands sold to TDC) on September 16 and September 30,.2013, Tbe 

potency testing tbat was conducted by Eagle took place on 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 API used to make it. 

Ad\ll!eratioD 

37. Adulterated drugs - e ither those t-hat lack. sterility or are conta.coinated by other 

substances in the laboratory in which they are made - is a serious risk With 

compounded drugs. Drugs that are not compounded in accordance vvith feaerai 

staruiaros have a low standard of sterility assurance. 

38. E:ven if a compounding pharmacy starts wlth a valid API, any number of things 

can go wrong in the compounding process. Compounding pharmacies, ioClud-ing 

W oodlands, make 6 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 is a real risk of an anaphylactic reaction with the use of the 

drug, 

39. Thus .• while the Eagle Analytical Laboratory Report s.tates that the compounded 

pentobarbital is 98.8% potent, there is DO analysis of any other of tbe factors tbal' affect 

the quality or integrity of the drug. Indeed, the Eagle Laboratory Report, Ex. Cat 9, 

lists v.arious Microbiological Tests - none of which were conducted on the 

compounded pentobarbital saId to me] for use in executions. 

40. EagJe Analytical Services provided a-"Laboratory Report" which reflects the minima] 



infonnation that the compounded pentobarbital- presumably tile first batch soJd to 

IDCJ - was 98.8% pure or potent While -this result is -within a normal range for 

potency, it is highly relevant that a laboratory that was cited for numerous deficiencies 

just four months earlier did the testing. See Ex. A, attached. The deficiencies 

identified in Eagle Laborat-ories' practices bring into question the accuracy of the 

results refleded on the Laboratory Report. 

41. Cross contamination is also a serious risk with compmmded drugs. Contam1nation 

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 contaroinl:1.tion during the 

compounding procedure. Highly unpredictable, rapidly evolving, and potentially 

painful and agonizing reactions may ensue should the pentobarbital be 

contaminated by endotoxlns. 

42. As it is 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 1lI)!egUlated nature of compounding phannacies - and the 

specilic inadequacies of the Laboratory that has conducted testing on and been in 

possession of the _drugs in question - renders this risk substantial. 

Expired Drugs / Sbortened and Untested Shelf Life 

43, The questionable nature of the APls used in compounded drugs, and the unregulated 

laboratories dOing the mixing and testing, combine to render sbelflife particularly 

unpredictable. The presence of adulterants or growing organisms will accelerate 



chemical degradation, thus affecting shelf1ife. 

44. TI1e shelf jives of FDA regulated pharmaceuticals are tested to assure that they retain 

their integrity over specified periods of time. This is far more difficult to do-with 

compoUnded chugs, and often unnecessary, as in the traditional compounding setting a 

particular drug is mixed pursuant to a doctor's prescription for an indivjdual patient for 

immediate use. 

45. The drugs sold by Woodlands Pharmacy to IDCJ, however, were not pursuant to a 

< prescription, and are presumably to be used over an unspecified period of time. ., 
Woodlands' Logged Formula Worksheets :indicate a «beyond use date" of March 15, 

2014 forilie drugs made on September 16,2013, and a "beyond use date" of April 1, 

20]4 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 

prevlously bave been tested to detemllne shelf life. Indeed, the email from Jasper 

Lovoi of Woodlands Pharmacy to lD.WiUey ofPCCA sent on September 18, 2013, 

states: "please check potency and then check stability at 3 and 6 months." Eagle 

Analytical Servjces ran the potency test on September 23, 2013. See Ex. C, p. 9 .. The 

EA"iended Analysis 1 and 2, however, are still pending, as they are the "stability" tests 

that cannot be run until three and six montbs. If press accoUl1ts are accurate that 

Woodlands Pbannacy is disenchanted by tbe nature of their transaction with TDCJ, 

and unsuccessfully sought to have their drugs returned, it is an open question whether 

those stability tests have been or will be conducted. 

46. V/bjle six months is not an unusualJy long shelf life for a pharmaceutical, potential 



contaniinan:ts and the unregulated nature of pharmacy compounding puts that 

assumption into question. 

47. Drugs that are expired have lost their potency. Only testing by an independent 

competent laboratory can deter-mine the extent of the loss. 

Imbalances: Particulates 

48. In their Logged Form·ula Worksheet Woodlands Compounding Pharmacy indicates 

that the pH of the pentobarbital sodium was adjuS1ed with hydT-OCWOriC acid. With any 

compounding.pharmacy there is a substantial likelihood that the pH (acidity or 

basicity) of the .tinal solution will be incorrect. There is also a possibility that the 

osmolality oftbe final pl'oduct will be out of balance. Either failure increases the 

likelihood of a painful burning sensation on injection. 

49, Non·traditional compounded solutions are also far more Jikely to contain or fann 

precipitares, or sotid particles of drug and other substances. Should solid 

particulate matter of any kind contaminate the solution or precipitate o'Ut of 

solution during intravenous injection, there is a substantial risk of pain and 

suffering upon injection- of the solution, with the risk of an extremely painful 

pulmonary emboli.>m in the most serious of cases. 

CQDciu."ion 

50. When compounded drugs are used in exocutions, 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 (sut. 
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or super· potent, contaminated or of poor quality). In the co.ntex1 of executions by 

lelhal injection, introducing an element o[unpredictability by using compounded 

drugs is a wanton invitation to paln and suffering over and above the statutory 

objective of the death of the coodemned person. 

Further, affiant saith naught 

Dated this "2-- day of December 2013. 
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DECLARATION of DAVID B. WAISEL 

Appeared before the undersigned authority duly designated to administer oaths, 

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

1. My name is David B. Waisel. I am over 18 years of age and am otherwise 

competent 10 give this affidavit. No promises or agreements have been 

made to me in exchange for this statement, and r do not expect any in the 

future. 

2. r am a practicing anesthesiologist at Boston Children's Hospital and an 

Associate Professor of Anaesthesia, Harvard Medical School. J have been 

practicing clinical anesthesiology, primarily pediatric anesthesiology, for 

approximately twenty years. My C.v. is attached. 

3. 1 have been asked by the attorneys representing Edgar Tamayo to provide 

an expert medical and scientific opinion about scenarios in which the use 

of compounded peutobarbital in executions could cause severe pain upon 

injection or shortly thereafter. In preparing this affidavit I reviewed the 

June 2012 Execution Protocol of the Texas Department of Criminal 

Justice (TDCJ). 

4. Given the well-known problems associated with compounding 

phannacies, 1 only use compounded drugs when there is absolutely no 

alternative. 

S. 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 pa in upon or immediately after intravenous 

injection. These potential problems fall into two basic categories: 

improper potency and unintended addiuves, Each category has a number 

of subcategories. 

6. Potency. Potency is the amount of dnlg required to produce a specific 

effect. If a solu tion is assumed to have 10 mglcc of a dn.lg, but only has 5 

mglcc of a drug, the amount of the drug given which is based on the 

ass umed cOllcentrfltion of 10 rnglcc will 0 0 1 prov ide the intended effect. If 

the pentobarbita l is not in the assumed concentration, tlle inmate will 

receive less than the prOiocol requires. This smaller dose creates a 

substantial risk of a prolonged death, includ ing periods of difficu lty 

breathing, which would fee l like suffocating to death. 

7. Anesthetic solutions, such as compounded pentobarbit al, which have 

expired or gone beyond their 'shelf- life', lose potency. If an expired drug 

is used, although the concentration may be correct (in that there is 10 

mglcc), the effect of the concenlra lion of the expired drug will be less than 

the effect of the same concentration of a non-expired drug. This would 

lead \0 the same effect upon injection as use of a sub-potent drug: 

prolonged dea th with periods of what feel s like suffocation. 

S. Administrat ion of a sub-potent firs t dose (through either an incorrect 

concentration or a sub-potent drug) could lead to a need for a second dose. 

Because the Director does not have clear instructions about when to 

admin ister the second dose (particularly with regard to timing), a delayed 



secood dose could lead to a longer period of difficully breathing, leading 

10 substant ial pain and suffering. 

9. Unintended additives can occur in a variety offolms Dnd ways. 

10. Because of inadequate JaboratOl)' procedures, Ihe drug may be 

contarninated by another drug that itself may cause severe pain. For 

example, it may be mixed with the antibiOlic penicillin, present in many 

phannaceutical labs. The penicillin family is one of the most prescribed 

antibiotics; 10% of people report an allergy to penicillin. Allergic 

individuals who take penicillin may have an anaphylact ic reaction, 

including nngioedema, which causes swelling around the face, particularly 

of the mouth and tongue, and greal difficulty breathing. Patients report 

that a severe ulwphylactic reaclion is like suffocating to death . 

1 J. Pain on injection may also arise from the chemica l composition of a 

solution, resulting in a direct or ind irect irritant effect. Direct pain occurs 

immediately. Indirect pain occurs 10- 20 seconds after injection, due to a 

local chemical reaction . Factors that affect pain on injection from 

chemical and composition errors include osmolal ity and acid-base status. 

Improper compound ing, contaminants, and poor quality ingredients can 

result in incorrecl osmolali ty or acid-base starus. 

12. Osmolality is the concenlration of tlte solutes (such as sod ium and 

chloride) in the blood. Normal human osmolality is approxi mately 290 

milli-osmoleslliter. InjeCTed drugs that have a non-physiologic osmolali ty 



(that is, an osmolality different than Donnal human blood) cause 

significant venous irritation. 

13. Acid·base status is assessed by pH. Nonna] human blood pH is about 7.4. 

Acid solutions with a pH of less than 4 or alkaline solutions with a pH 

more than II cause extreme pain when injected into veins. 

14. Impurities in the lethal injection solution can also be extremely 

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 ,m untrained eye. These particles 

can cause great irritation to the vein, resulting in extraordinary pain. 

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

of my knowledge and abilities. 

DAVID B. WAISEL 
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