SMART CONSULTING GROUP
Life Science Solutions INSIGHT | STRATEGY | ANALYSIS | STAFFING

Since 1999, SMART CONSULTING GROUP has provided expert consulting and staffing support offering
scientific, technical, quality and regulatory assistance to the medical products industry. SCG provides unique
insight, analysis and solutions to the complex world of medical product development and licensure.

“l commend you for the great job you did. You showed a high level of professionalism. This type of outcome proves we
chose the right company to work with.” -Director, US FDA Center for Drug Evaluation and Research (CDER)
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Subject Matter Expert Staffing Support - Provide highly qualified and
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Quality - Design and Implement FDA-compliant Quality Systems and

Processes for R&D and Commercial manufacturing organizations
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Audits - Plan, conduct and report GMP, GLP, GCP and ISO audits
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functional process analysis to improve inefficiencies and product quality
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CAPABILITIES - EXPERTISE - ACCOMPLISHMENTS

DENISE SMART PAST PERFORMANCE (GOVERNMENT)

B.Sc., M.Mgmt., Esq. . . .
9 “ Medical Countermeasure Subject Matter Expert staffing support to

r - BARDA as a subcontractor to Tunnell Government Services and
| ‘ Conceptual Mindworks (HHSO100201100003I) (2011-2018)

Development of Strategies in Handling High Profile Consent Decrees
(2012-Present, 4 contract awards) Exceptional CPARS rating.

HHSF223201620432G, HHSF223201510572G, HHSF223201210242C,
75F40121F80457. Development of a Strategy, Goals,
Recommendations and Providing Assistance in managing FDA’s
dsmart@smartconsultinggroup.com Implementation of a Consent Decree, with a Focus on Application
610-344-9218 Integrity Policy (AIP). Evaluated complex drug manufacturing and
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FDA Training Needs Assessment and Delivery of Adopted and/or
Adapted Advanced Manufacturing Training (Current Subcontract)
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ANI-Novitium, Akorn, Actavis, Teva, Cephalon
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Procedures, Implementation Plans and Training
eQMS System selection and validation
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