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Smithers Viscient Pharmaceutical Consulting
Smithers Viscient is a global Contract Research

Organization (CRO) providing environmental
testing services and regulatory consultancy to
the Pharmaceutical and Animal Health industry.

Product Stewardship

Our team has the real-world knowledge to
evaluate your existing aqueous waste programs
to reduce risk, identify improvements and op-
portunities, and save money. Smithers Viscient

specializes in environmental manufacturing risk/
hazard assessment strategies designed to increase revenue and productivity while
reducing environmental impact and costs.

Our goal is to offer flexible solutions designed to strengthen your organization today,
while building a foundation for sustainable growth in the future.

Risk and Opportunity Assessment Strategy

Adhering to regulatory requirements, as well as to company policy, is vital for strategic
growth with minimal risk. FDA and EMA require Environmental Assessments/Environ-
mental Risk Assessments (EA/ERA) for all human and veterinary pharmaceuticals.
Smithers Viscient develops risk assessments based on due diligence product reviews,
robust testing strategies, and study management to accommodate your timelines.

Our team continually cultivates relationships with industry leaders and key regulators to bet-
ter comprehend current and evolving global regulatory requirements. With this acumen, we
assist you in developing the appropriate near- and long-term solutions for your organization.

Smithers Viscient offers contract research and regulatory services for the crop protec-
tion, pharmaceutical, industrial chemical, and consumer and household product indus-
tries. We offer testing in the following areas: analytical, toxicology and environmental,
including product and residue chemistry, aquatic and terrestrial ecotoxicology, avian
toxicology, environmental fate, metabolism, and in vitro and in vivo toxicology for endo-
crine disruptor testing. Additionally we offer computational and mathematical modeling
services for use in designing and predicting properties of chemical substance testing.
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Smithers Viscient core competencies
+ Scientific approaches and methodologies for design of testing programs that reduce
costs and increase productivity

+ Comprehensive understanding of existing and developing guidance documents
* Global regulatory knowledge and experience with practical applications

» Coordinating and monitoring environmental fate and effect studies

» Areputable and highly qualified team that understands clients’ expectations

 Flexible and dedicated staff able to work to short deadlines

Services offered that will improve your organization’s success

Environmental Registrations — Centre for Veeterinary Medicine (CVM), Centre for Drug
Evaluation and Research (CDER), European Medicines Agency (EMA)

* Indication of New Drug (IND), New Drug Application (NDA), and Marketing
Authorization Application (MAA) submissions

» Prepare Categorical Exclusion for a NDA submittal

» Manufacturing Risk/Hazard Assessment — site and local impact analysis
» Dossier review

* Interpretation of regulatory responses

» Support supplemental filings on New Therapeutic Indications

Product Stewardship/Life Cycle Assessment — reducing the environmental
impacts of products
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Web: www.smithersviscient.com . Environmental exposures scenarios
Email: info@smithersviscient.com

» Study development and management
Smithers Viscient North America
Wareham, MA U.S.A. * Pharmaceuticals in the Environment (PiE)

Tel: +1-508+295+2550

Snow Camp, NC U.S.A.
Tel: +1+336+3760141

» Regulatory or toxic compounds — Product
formulations and mixtures

+ Green Chemistry — Environmental fate and

Smithers Viscient Europe . .
effects-based chemical ranking

Horn, Switzerland

Tel: +41 (0) 71+84689-89
Shawbury, UK

Tel: +44 (0) 1939-250383

» Mathematical, computational and structure-
based modeling

Smithers Viscient Asia
Saitama, Japan
Tel: +81 (0) 9035999277

Shanghai, P.R. China
Tel: +86 (0) 21+5116+0674

© 2011 Smithers Viscient

Allrights reserved.  Printed in U.S.A.  Pub 04/11 VI1iSI ON + S CIENTZG CE



