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CLINICAL & REGULATORY EXPERIENCE AND HIGHLIGHTS

Nutrasource has an extensive resume of successful clinical trials conducted both at the on-site clinical theatre in
Guelph and at satellite research centres across North America.

Nutraceutical Clinical Trial Experience:

NHP Product Types:

Botanicals and botanical extracts, enzymes, essential fatty acids, isolates, homeopathics, minerals, synthetic duplicates,
isolates, prebiotics, probiotics, and combinations thereof.

Study indications:

Allergies, antibiotic associated diarrhoea and smoking cessation studies, anxiety and mood, bioavailability/
pharmacokinetics, blood pressure, bone health, breast health endocrinology, cholesterol, cognitive functioning,
device validation, digestibility, gastroesophageal reflux, gastrointestinal health including microbiome analysis, glucose
management, glycaemic index, joint pain, laxation, lipemic index, metabolism, method formulation and application to
high-fat foods, nutrient absorption, osteoarthritis, oxidative stress, satiety, weight loss.

Pharmaceutical Clinical Experience:

Actinic keratosis, brain, cardiology; acute coronary syndromes, chronic/stable angina, dental caries diabetes,
dyslipidemia, gastrointestinal, hypertension, lung, melanoma, neurology, oncology; solid tumours, ophthalmology,
osteoarthritis, rheumatoid arthritis

Regulatory Capabilities and Historical Success:

New Drug Submissions/Applications (over 15 submissions in combined experience). Investigational New Drug
submissions/Clinical Trial Applications (over 100 submissions combined experience), Product License Applications
(over 300 submissions), Site License Applications (over 25 submissions), GRAS and self-affirmed GRAS (over 15
submissions), Orphan Drug Designations (over 5 submissions), Natural Health Product Master Files (over 25), non-
Traditional Health Claims (over 15).
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CLINICAL AND REGULATORY MANAGEMENT TEAM

Nutrasource has a unique, cross generational, all encompassing Management Team. Our combined experience in
both the Nutraceutical and Pharmaceutical Clinical and Research Development space spans over three decades.

Your Nutrasource team is organized to ensure that all products you develop receive the benefit of our multi-
faceted expertise. Whether you require our services on an a la carte basis or for a full clinical development plan,
we can effectively achieve your goal.

William J. Rowe, BA, President and Chief Executive Officer

+ Globally commercialized the novel diagnostic Omega Score™

o Creator of the IFOS program, the only third party certification program for the marine oil industry

 Instrumental in designing and implementing clinical trial development and marketing strategies for sponsor prod-
ucts to comply with domestic and international regulatory requirements

o Over 15 years of experience in providing expertise for successful launches of new consumer health products and
re-launches of existing projects with new claims

o Secured research and development funding for start-up companies

« Expanded the capabilities and resources of Nutrasource to meet the ever increasing needs of the client across as
wide breadth and depth of scientific and regulatory services

« Oversees and manages a team of 5 Directors in the clinical, regulatory and management divisions

o Ernst and Young Entrepreneur of the Year Nominee 2012, 2013

o Current Member of Council for responsible Nutrition International Markets Committee

o Former Board member of Guelph Partnership for Innovation

« Haslead Nutrasource to place on Profit 500 list of Canada’s fastest growing companies 4 of the last 6 years

Rodney Butt, M.Sc., MBA, Vice President, Programs

o Over 25 years of experience in Clinical Operations, Quality Assurance and Project Management in both Pharma-
ceutical and Contract Research Organizations

o Domestic and global clinical development for unique compounds, devices and biologics

o Project infrastructure for clinical trials with enrollment from 30 to 700 subjects

o Logistical support for international trials managing up to 150 operating clinical sites simultaneously

o Budget, organization, staffing of new medicines

o Comprehensive network of qualified investigators internationally and discipline specific

o Lecturer and presenter at DIA, BIO and Partnering meetings across North America
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Maggie Laidlaw, Ph.D., Director, Scientific Affairs

Over 10 years of experience as a Director of Scientific Affairs

Adept at writing protocols, case report forms, informed consent and REB applications

Lead author or co-author of over 20 publications in American and Canadian Journals

Final clinical report and statistical analysis composition

Knowledge base in clinical trials in all disciplines in the NHP and Functional Food/beverage sectors

Guest lecturer and presenter at Women’s Health Conference, International Pharmacy Academy, Experimental
Biology Conference and Pharmalink International

Jennifer Ellis, B.Sc., Director Clinical and Regulatory Operations

Over 25 years of pharmaceutical regulatory and clinical experience

IND, CTA, NDA, NDS submissions in oncology, dermatology, cardiology, endocrinology, biologics, ophthalmology
and devices

Proficient at medical writing including protocols, CRFS, informed consent and final clinical reports

Experience in identifying the preclinical and clinical requirements to take a product from concept to final approval
in the fastest and most economical fashion

Established relationships with FDA and TPD

Foreign submission to countries including India, England, France, Serbia, South Africa and Japan

Quality Assurance encompassing GCP and GMP

Member of CAPRA, RAPS

Joshua Baisley, Hon. B.Sc., Associate Director, Clinical Development

Over 12 years of clinical and regulatory natural health product experience and an additional 4 years of antibody
research with primary focus on diabetes

Compiled over 50 Health Canada clinical trial applications for natural health products, drugs, and veterinary
products, representing over 10% of all applications received by Health Canada’s Natural Products Directorate
Expert in regulatory requirements for clinical trials including probiotics, prebiotics, herbs, extracts, vitamins,
minerals, enzymes, homeopathics and combination products

Over 15 years of medical writing experience including Investigator Brochures, protocol design and writing,
informed consent preparation, CRF preparation and review, quality assurance, monitoring and auditing
Established relationships with key Health Canada directorates (NNHPD and TPD)

Member of Society for Clinical Trials and past member of Health Canada’s Canada Vigilance Expert Working
Group

The team was constantly combing through scientific literature and clinical trials data
to help support our claims and to get our Natural Product Numbers, which definitely

would not have been possible without the brain power from Nutrasource.”

-Shawna Page, CEQ, femMED



Vic Dumbleton, B.A, B.Sc., RT, Sr. Project Manager

» 5 years of experience in the Critical Care clinical trials division at the Hospital for Sick Children and animal lab
environments

« Over a decade of clinical CRO experience developing, executing and managing over 40 clinical trials for domestic
and international pharmaceutical companies

o Organizes and delivers presentations on protocol, IRB and study procedures at international investigator meetings

o Active in protocol development and international redevelopment committees in the pharmaceutical industry

» Experienced in all facets of clinical study management including study monitor, coordinator and site initiation roles

Katie Keene, B.Sc., Regulatory Specialist

o Expert in collecting and critically evaluating literature from database to best assess product safety and efficacy
requirements

o Part of the team that has secured over 17 Product License and Site Applications to the NHPD

o Participates in the peer review process of clinical literature reviews

o Assists in the design and implementation of the internal SOPs as they apply to NHPD

Tania John, M.Sc., Associate Director, Regulatory Affairs

o Expert in collecting and critically evaluating literature from database to best assess product safety and efficacy
requirements

« Part of the team that has secured over 25 Product License and Site Applications to the NHPD

 Participates in the peer review process of clinical literature reviews

» Designed and established the internal referencing system at Nutrasource

o Assists in the design and implementation of the internal SOPs as they apply to NHPD

o Completed 3 Site License Application to the NHPD without a single deficiency
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We have a success story here. The payback has been immeasurable.

-Shawna Page, CEO, femMED
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Rachel Rebry, M.Sc., Associate Director, Regulatory Affairs

Project Manager on over 25 Product License and Site Applications to the NHPD

Lead on jurisdictional investigations to determine the pathway of optimal positioning in market place for new
supplements and combinations

Extensive knowledge of product labeling requirements to ensure compliance with regulatory bodies

Efficient and accurate literature review parameter determination as applied to food, NHPs and new listing ingre-
dients

Open collaboration with over 75 Sponsors determining need, requirement and comprehension of best possible
regulatory pathway

Member of the Canadian Health Food Association’s Regulatory Affairs Advisory Council

Peer reviewed publication Postprandial response in Type 2 Diabetes

Soy protein and cholesterol lowering health claim

Katherine Welsh, B.Sc., Manager, Data Management

Experienced in Medrio data collection systems

Manager of the Data Management System at Nutrasource for both on-site and off-site clinical trials

Interface with the analytical division of Nutrasource to ensure transition between data capture and sample analysis
Quality Assurance in clinical trial and regulatory data gathering and processing to agency compliance

Author and major contributor to nutritional science blogs and conference presentations

Strong background in literature searches, Product License and Site Applications

GRAS ASSOCIATES

Richard Kraska, B.S. Chemistry, Ph.D, Chief Scientific Officer
& Executive Vice President

www.nutrasource.ca

34 years experience in toxicology and regulatory affairs for industry and government in broad aspects of the food
and chemical industries including food additives, foods, food contact materials, cosmetics, lubricants and fuels,
coatings, defoamers, anti-microbial pesticides and pharmaceuticals.

Serve as Lead Scientist and Panel Chair for GRAS determinations.

Lead consultant for food contact regulations and preparation of Food Contact Notifications.

Coordinate drafting and report review by chemists, toxicologists and scientists of other disciplines as needed.
Ingredients reviewed include stevia-derived sweeteners, natural antioxidants, novel sources of dietary fiber, fats
and oils and extracts from vegetables, fruit and herbs.

Speaker at several scientific sessions relating to GRAS determinations, safety of stevia-derived sweeteners and food
contact compliance.

Served as expert panel chairman for on over 30 GRAS notifications
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Robert McQuate, Senior VP, Sales & Business Development

Generate regulatory strategies to achieve food ingredient marketplace acceptance for clients.

Interpret FDA’s Red Book on food additive & GRAS safety evaluations in designing food ingredient testing regimens.
Provide food ingredient safety evaluations, focusing on independent GRAS evaluations, food & color additive
petitions, new dietary ingredient compilations, and associated FDA submissions.

Serve on Expert Panels with particular orientation toward chemical composition and food ingredient specifications.
Utilize quantitative risk assessment tools to ascertain likely food ingredient risks.

Assess compositional information on ingredients---including complex natural products---to determine safety
influences by various constituents and contaminants.

Extract present day and historical consumer exposure information on foods to support clients’ projected ingredient
usage.

Extensive writing & editing of technical papers and reports---including authoring food additive petitions, GRAS
notifications and ingredient safety dossiers---to support client marketing initiatives.

Interpret labeling regulations for foods and supplements and assess scientific documentation to support client
labeling, product claims, and advertising representations for foods and dietary supplements.

Serve as liaison with FDA scientific/regulatory staff in pursuing clarification of technical regulatory topics of
concern to clients.

Utilize negotiation skills to achieve mutually acceptable problem resolution.

Develop proactive regulatory positions to avoid adverse regulatory compliance conditions by drafting client-
specific Product Recall Procedures and FDA Inspection Procedures.

Cheryl Dicks, MS, RAC, Director, Operations &
Regulatory Affairs Project Manager

Over 14 years of experience in FDA regulatory in supplement/nutraceutical/pharmaceutical and device development
Thirty years experience in business management and product quality management

Successful submission of all phases of clinical development Phase I through IV to the FDA

Established relationships with federal representatives at the FDA and represented a diverse sponsor base in Orphan
Drug designations, Type A, B and C meetings, fast track designation and medical devices

Lecturer for Biomedical and regulatory Affairs at Hood College

Industry expert on Quality Management Systems connecting GCP and GLP for RAPS webcast

Researcher and clinical trial project leader with the US Army Medical Research and Medical Command
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CLINICAL TRIAL SITE LOCATIONS

Nutrasource has a vast network of Clinical Site Locations with expert physicians in a variety of clinical experi-
ence. Our clinical trial site located are situated in strategic geographical areas in North America.
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PUBLISHED LITERATURE

Contributors to over 75 published research papers — entire list available on request.

Chande, N., Laidlaw, M., Adams, P. and Marotta, P. Yo Jyo Hen Shi Ko (YHK) improves transaminases in nonalcoholic
steatohepatitis (NASH): a randomized pilot study. Digestive Diseases and Sciences; 51(7): 1183-1189. 2006

Fouad GT, Evans M, Sharma P, Baisley ], Crowley D, Guthrie N. A randomized, double-blind clinical study on the safety
and tolerability of an iron multi-amino acid chelate preparation in premenopausal women.] Diet Suppl. 2013 Mar;10(1):17-
28.

Evans M, Baisley J, Barss S, Guthrie N. A randomized, double-blind, crossover trial comparing the bioavailability of two
CoQ10 formulations. Journal of functional foods, I; 2009:65-73.

Friedman M, Baisley J. Lymphoma Treatment with Pacific Yew and Pokeroot. IMC]J. 2012 : 11(3):42-47.

Gibson, R.S., Laidlaw, M., MacDonald, A.C. and Mercer, N.J.H. Substitution of a soy beverage for 2% cow’s milk on the
iron, zinc and copper status of hypercholesterolemic men. Tr. Elem. Med. 5(1): 16-21, 1988

Holub, B., Piekarski, J., Rowe, W. and Wlodek, M. Correlation of omega-3 levels in serum phospholipid from 2053 human
blood samples with key fatty acid ratios. Nutrition Journal. 8:58-65, 2009.

Kraska, RC, Industrial Chemicals. Regulation of new and existing chemicals. In: Gad S.C. editor. Regulatory Toxicology.
Taylor and Francis Ltd. London 2001.

Kraska, RC . and Hooper DH, Industrial Chemicals. Hazard Communication, exposure limits, labeling and other work-
place and transportation requirements under OSHA, DOT, and similar authorities around the world. In: Gad S.C. editor.
Regulatory Toxicology. Taylor and Francis Ltd. London 2001.

Laidlaw, M., Cockerline, C.A. and Sepkovic, D.W. Effects if a breast-health herbal formula supplement on estrogen metab-
olism in pre- and posy-menopausal women not taking hormonal contraceptives or supplements: A randomized controlled
trial. Breast Cancer: Basic and Clinical Research; 4: 85-95. 2010

Laidlaw, M and Holub, B. The effects of supplementation with fish oil-derived n-3 fatty acids and g-linolenic acid on circu-
lating plasma lipids and fatty acid profiles in women. Am. J. Clin. Nutr. 77: 37-42, 2003

Laidlaw, M and Holub, B. Effects of supplementation with enriched fish oil alone or mixtures of fish oil and borage oil con-
centrates on plasma lipids and phospholipids fatty acids in female subjects. AOCS Journal Abstract, Minneapolis, 2001

Laidlaw, M and Holub, B. The effects of supplementation with a gammalinolenic acid concentrate and a fish oil-derived
omega-3 fatty acid concentrate on serum lipids and fatty acids in female subjects. CFBS Journal Abstract, Ottawa, 2000

Laidlaw, M and Mercer, N.J.H. Effects of partial substitution of plant for animal protein on the blood lipids of hypercholes-
terolemic males. J. Am. Coll. Nutr. 7:438-443, 1988
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Laidlaw, M. Changes in nutrient intakes resulting from the substitution of a soy-protein beverage for milk, and effects upon

the blood lipid levels of hypercholesterolemic males. CFBS Journal Abstract, Toronto, 1985

Laidlaw, M. and Mercer, N.J.H. Effects of partial substitution of soy protein for animal protein on the blood lipids and nu-
trient intakes of hypercholesterolemic males. Abstract, 8th Int'l Congress of Nutrition, Brighton, UK., 1985

Laidlaw, M. and Mercer, N.J.H. Serum Cholesterol, triglyceride and lipoprotein response in hypercholesterolemic males to
replacement of cow’s milk with a soy beverage. FASEB Journal Abstract, Anaheim, 1985

Mast RW, Jeffcoat AR, Sadler BM, Kraska RC and Friedman MA Metabolism, disposition and excretion of [C14] melamine
in male Fischer 344 rats. Food Chem Toxicol 21: 807-810 (1983)

Mercer, N.J.H., Laidlaw, M., Von Weidner, M. and Weingartshofer, M. Effects of dietary protein on cholesterol and bile acid
metabolism in the Mongolian gerbil. FASEB Journal Abstract, New Orleans, 1989

Moyad MA, Combs MA, Baisley JE, Evans M. Vitamin C with metabolites: additional analysis suggests favorable changes
in oxalate. UrolNurs. 2009; 29(5):383-5.

Moyad MA, Combs MA, Crowley DC, Baisley JE, Sharma P, Vrablic AS and Evans M. Vitamin C with metabolites reduce
oxalate levels compared to ascorbic acid: a preliminary and novel clinical urologic finding. UrolNurs 2009;29(2):95-102.

O'Reilly, E.M., Holub, B.J., Laidlaw, M., Garrioch, C. and Wlodek, M.G. 2011 Development of a standardized clinical
protocol for ranking foods and meals based on postprandial triglyceride responses: The Lipemic Index™. ISRN Vascular
Medicine, Volume 2011, Article ID 936974, 6 pages.

Petersen DW, Kleinow KM, Kraska RC, Lech JJ Uptake, disposition and elimination of acrylamide in rainbow trout Toxi-
col Appl Pharmacol 80: 58-65 (1985)

Ramandeen, A., Laurent, G., DosSantos, C., Hu, X., Connelly, K., Holub, B., Mangat, I. and Dorian, P. N-3 Polyunsaturated
Fatty Acids Alter Gene Expression Profile and Reduce Vulnerability to Atrial Fibrillation in a Dog Model of Cardiomyopa-
thy. Heart Rhythm. 7(4):520-528, 2010.

Reed, MD, Blair LE Burling K, Daly I, Gigliotti AP, Gudi R, Mercieca MD. McDonald JD, O'callaghan JP, Seilkop, SK,
Ronsko NL, Wagner VO, Kraska RC Health effects of subchronic exposure to diesel-water-methanol emulsion emissions
Toxicology & Industrial Health Vol 22: 65-85 (2006)

Reed, MD, Blair LE Burling K, Daly I, Gigliotti AP, Gudi R, Mercieca MD. McDonald JD, Naas D], Otcallaghan JP, Seilkop,
SK, Ronsko NL, Wagner VO, Kraska RC Health effects of subchronic exposure to diesel-water emulsion emissions. Inhal
Toxicol 17: 851-70 (2005)

Strother, DE, Mast RW, Kraska RC, Frankos V Acrylonitrile as a carcinogen. Research needs for better risk assessment.
Ann NY Acad Sci 534:169-78 (1988).

Wilson D, Evans M, Guthrie N, Sharma P, Baisley J, Schonlau F, Burki C. A randomized, double-blind, placebo-controlled
exploratory study to evaluate the potential of pycnogenol for improving allergic rhinitis symptoms.
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