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PROVINCE OF ONTARIO 

 

CITY OF BURLINGTON 

 

DECLARATION OF LARRY D. SASICH, PharmD MPH FASHP 

 

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, 

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 
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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 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, 
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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 

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 
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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.   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. 
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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 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 
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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 
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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 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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III. 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 



15 

 

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 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. 

IV. 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 
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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, 
Public Citizen’s Health Research Group 
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 
Public Citizen’s Health Research Group 
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 
Public Citizen’s Health Research Group 
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. 
 
Sasich LD, Sukkari SR. The US FDA’s Withdrawal of the Breast Cancer Indication for 
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. 



 7 

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 regulatory authorities’ 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].  
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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].  
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