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Joshua Sharlin, Ph.D.

2018 Hillyer Place NW

Washington, D.C.  20009 USA

Tel:  +1 301-570-1107   email:  jsharlin@pipeline.com
www.speedupfda.com & www.speedupfdablog.com 

Summary:  Dr. Sharlin has practical hands-on experience in many aspects of drug, biologic and medical device development including; regulatory affairs, protocol development, design and execution of studies, data collection, data management, data reporting, statistical analysis, software programming and validation, technical writing, and finally FDA compliance. 

Highlights of Qualifications & Services
· FDA drug reviewer, FDA statistician, instructor for SAS Institute

· Authority in 21 CFR Part 11 compliance and assessments 

· Teach audioconferences and customized onsite training classes

· Audit CROs, sponsors and vendors for FDA compliance

· Regulatory affairs and GCP compliance expert

· Write and improve SOPs

Relevant Experience & Accomplishments

FDA Compliance and Product Submission Experience

Assisted drug and device firms of all sizes in issues related to FDA approval and FDA compliance. Designed studies, performed statistical analyses, and wrote study reports for INDs, NDAs, BLAs and PMAs. Developed regulatory strategies to create a marketable product with a limited budget. Prepared and presented information to FDA reviewers. Identified and solved FDA compliance gaps especially regarding SOPs.
Responsibilities as an FDA Reviewer 

While at the FDA, responsible for managed the drug review process. Instructed firms on how to proceed with drug approval. Summarized outstanding problems and issues with protocols and studies, and determined if deficiencies were adequately addressed. Authored all written communication to the sponsoring firm and integrated comments from other reviewers. Promoted the idea of a standards based electronic submission. Developed automated methods for performing quality assurance review of study data. 

Data Auditing and Software Validation Skills

Audited the software development and data management practices of drug sponsors, CROs and vendors and made recommendations for how to improve the quality and speed of code development. Identified problems with data, and suggested how to minimize the negative effect on FDA review time. Reviewed and audited work for software quality and validity of statistical conclusions. Improved compliance with GCP regulations including 21 CFR Part 11. 

Software Development and Database Experience
Managed multi-million dollar software development projects and participated in all phases of the software development process including requirements definition, software design, development, testing and maintenance. Worked as a programmer on the Consumer Price Index (CPI). Led development of a ten million record customer database and on-line application for Marriott Hotels. 

Scientific Experimentation Skills
Conceived, designed and executed scientific studies. Experienced in conducting radioimmunoassays, electrophoresis, enzyme quantification, and chromatography. Presented papers at scientific meetings and published articles in peer reviewed scientific journals.

Statistical and SAS Programming Experience
Consulted with scientists from FDA-regulated industry on calculation of sample sizes, design of studies and statistical analysis of data. Interpreted results of statistical tests. Designed, coded and tested software programs that performed statistical analysis and produced tables and listings. Taught SAS programming for SAS Institute. Improved skill and FDA compliance of SAS programmers.

Development and Delivery of Audioconferences and Onsite Training 
Since 2002 have developed and presented 36 audioconferences to over 38,000 people from hundreds of FDA regulated companies. Topics have included, 21 CFR Part 11 compliance, regulatory affairs, adverse event reporting, annual reporting, statistical analysis, SAS programming, electronic submissions, auditing and writing SOPs. Used content from audioconferences to teach customized in-house classes to regulatory and QA staff, statisticians, programmers and database specialists.

	

	Employment History

	1994-present

	Consultant
	Sharlin Consulting, Washington, DC

	
	FDA compliance expert, trainer, SAS programmer, statistician, technical writer, and auditor. Authority on validation and 21 CFR Part 11 compliance.

	1992-94
	Drug Reviewer
	Food & Drug Administration, Rockville, MD

	
	Reviewed clinical studies and managed the drug review process.

	1989-92
	Director, Hotel Customer Information Systems
	Marriott Hotels & Resorts, Bethesda, MD

	
	Managed a programming staff of 21 with a $4 million annual budget.

	1981-89
	Consultant
	ORI, Inc., Rockville, MD

	
	Manager and programmer on software development projects for healthcare companies and federal government agencies including the National Institutes of Health (NIH). 

	1977-81
	Research Scientist
	University of Georgia, Athens, GA

	1975-77
	Statistician
	U.S. Dept of Agriculture, Beltsville, MD


	Education

	Ph.D.
	Physiology
	University of Georgia

	M.S.
	Physiology
	University of Maryland

	B.A.
	Zoology
	University of Iowa
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