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PROFESSIONAL PROFILE

Dr. Michael Carakostas is a Senior Consultant with ToxStrategies. He is a board-certified veterinary clinical
pathologist with over 25 years of industry experience in the safety assessment of drugs, chemicals and food
ingredients. Dr. Carakostas has also held faculty appointments on the veterinary school faculties of Kansas
State University (KSU), Louisiana State University and Tufts University as well as adjunct appointments to
the University of Pennsylvania and Georgia State University. Dr. Carakostas earned a Doctorate in Veterinary
Medicine from Michigan State University. At Kansas State University he earned a PhD in laboratory medicine
and comparative pathology from KSU’s College of Veterinary Medicine. Dr. Carakostas is a diplomate in the
American College of Veterinary Pathologists (ACVP).

Dr. Carakostas has experience in safety assessment through positions he held in the chemical, drug and
food industries. He is widely known among veterinary pathologists for his expertise in the interpretation of
clinical laboratory data in pre-clinical toxicity studies. He also has experience in the development of new
veterinary drugs including target animal safety testing as well as the safety of residues in meat and milk from
food producing animals.

Dr. Carakostas has extensive experience in food ingredient safety assessment, food regulatory affairs
and the management of risk and communication issues related to food safety and product claims. He
has held leadership roles in several major food trade associations, assisting those organizations through
a number of crises that affected the food industry. He managed the corporate scientific and regulatory
affairs department for a major global food company and led the department through a number of national
and international scientific and regulatory crises. He has extensive experience with issues related to the
safety and claim substantiation of functional and herbal ingredients and safety issues related to food
biotechnology, caffeine, and sweeteners. He has managed a variety of GRAS evaluations, as well as
several international ingredient approvals.

EDUCATION AND DEGREES EARNED
Ph.D., Comparative Pathology and Laboratory Medicine, 1980, Kansas State University
D.V.M,, Doctor of Veterinary Medicine, 1975, Michigan State University

B.S., Veterinary Science (dual degree program), 1974, Michigan State University
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CERTIFICATIONS

Diplomate, American College of Veterinary Pathologists, clinical pathology

PROFESSIONAL ASSOCIATIONS

American College of Veterinary Pathologists
Certification Examination Committee (member 1987-1991, chair 1991)
Federal Regulations Committee (1994-2003)

Society of Toxicology

Toxicology Forum
Program committee (2002—2008)

American Veterinary Medical Association

ORGANIZATION BOARD OF DIRECTOR AND LEADERSHIP POSITIONS

Calorie Control Council — Board and Executive Committee member, 2001-2008; Board Chairman, 2006—-2007

International Food Information Council — Board member, 2003-2005; Executive Committee member,
2003-2005.

Toxicology Forum — Board member, 2002-2008
International Soft Drinks Council — Board member, 2001-2005

SCIENTIFIC COMMITTEES AND WORKGROUPS

AACC-DACC/ASVCP Joint Task Force on Clinical Pathology Testing for Non-Clinical Toxicity and
Safety Studies.

Scientific and Regulatory Sub-committee, Animal Health Institute
American Beverage Association Scientific and Regulatory Affairs Committee
International Food Information Council — Caffeine Committee (co-chair), Food Sensitivities Committee

International Life Sciences Institute — Caffeine Committee, Biotechnology Working Group, Chronic/
Carcinogenicity Study Dose-Setting Working Group, Emerging Foodborne Pathogens Conference
Working Group

Calorie Control Council — Aspartame Working Group (chair), Saccharin-Cyclamate Working Group

Grocery Manufacturers of America — Regulatory and Scientific Policy Committee (chair 2003-2004),
Biotechnology Task Force,

Flavor and Extract Manufacturers Association — Safety Evaluation Coordination Committee
National Coffee Association — Scientific Advisory Group

Food Allergy Research and Resource Program (FARRP) — Industry Advisory Board

Joint Institute for Food Safety and Nutrition (JIFSAN) — Industry Advisory Board

Georgia State University — Institutional Bio-Safety Research Review Committee, (Expert Level
Community member)




PROFESSIONAL EXPERIENCE

Food Safety

Managed a joint ingredient development project requiring several new toxicity, metabolism and human clinical
studies leading to the successful establishment of a permanent ADI from JECFA and successful GRAS
notification in less than 3 years, a first for an intense sweetener. An EU food additive petition also completed in
the same timeframe is pending.

Managed the successful GRAS reviews for a number of beverage ingredients including herbals and
functional ingredients.

Critically evaluated new products and ingredients, including a number of herbal and functional ingredients, in
new products for M & A activities at a major food company.

Played a leading role in establishing the substantiation from existing research for a structure / function claim
that led to the launch of a novel juice product. Veterinary and human clinical research was used in a novel way
to establish the substantiation.

Provided leadership in the successful conduct of several caffeine effects studies performed at universities and
contract clinical research organizations.

Risk and Scientific Communication Management

Developed strategy and draft white paper for trade association for their response to charges that certain
ingredients cause adverse health effects.

Developed the regulatory submission for a new health claim for an intense sweetener.

Managed a number of media crises globally about the safety of a controversial intense sweetener using
internal and external trade association and scientific expert resources. Led the only food industry committee
responsible for managing attacks on a major intense sweetener.

Provided scientific leadership internally at a Fortune 100 food corporation through two anti-biotechnology
proxy proposals requiring interaction with senior members of management and the board of directors.

Provided weekly and monthly scientific and regulatory updates to top-level North American and Corporate
level management (President and CEO level, respectively) at Fortune 100 corporation.

Drug and Chemical Safety Evaluation
Provided a risk assessment of several polyol sweeteners that may be used in significant amounts in OTC
drug products.

Provided scientific leadership on blood substitute / oxygen carrier compound development project at major
chemical company.

Led the development of novel cholinesterase evaluation processes for carbamate insecticides (www.inchem.
org/documents/jmpr/jmpmono/v89pri1.htm)

Led the submission of a complex phased safety-metabolism submission to the EU for a new (food) animal
drug resulting in drug approval 23 months after the initial submission and only 6 months after the last
carcinogenicity study was submitted.




Invited to present seminar on the interpretation of clinical laboratory data in safety assessment studies to FDA-
CVM staff.

Participated the initiation of a global task force to formulate recommendations for clinical laboratory tests in
pre-clinical safety studies leading to a number of changes to drug and chemical testing guidelines.

Placed and monitored more than two-dozen pre-clinical and target animal safety studies for the evaluation of
new veterinary antibiotics, parasiticides, analgesics and growth promoters.
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483, 1993.
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Warheit DB, Carakostas MC, Frame SR: A Two-Week Inhalation Toxicity Study with HCFC-122 in Rats. Inhal
Toxicol 4:81-93, 1992.

Gavett SH, Carakostas MC, Belcher LA, Warheit DB: Role of Neutrophils in the Acute Inflammatory Response
to Inhaled Silica Particles. J Leuk Biol 51:455-461, 1992.

Warheit DB, Carakostas MC, Bamberger JR, Hartsky MA: Complement Facilitates Macrophage
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Vet Clin Pathol 20:91-94, 1991.
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3-Hydroxybutyrate to the Anion Gap in Horses with Intestinal Disorders. Am J Vet Res 48:72-75, 1987.
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