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	By Category
		BiosimulationBiosimulation is quantitative drug development, also known as modeling and simulation.

	Data ScienceVisualize clinical and non clinical data to improve drug development decisions

	RegulatoryIncrease efficiency for your regulatory preparation and submission process

	Market AccessOvercome the challenges to demonstrating and delivering value effectively

	Discovery InformaticsImprove discovery research data utilization and optimize design-make-test-analyze cycles

	Data InnovationAdvanced Deep Learning Analytics and AI




	Phoenix™ PK/PD Platform
		Phoenix WinNonlin™The industry gold-standard for pharmacokinetic / pharmacodynamic (PK/PD) analysis

	Phoenix NLME™User-friendly and powerful nonlinear mixed effect modeling software

	Phoenix™ IVIVC ToolkitEnhanced tools for in vitro-in vivo correlation studies to accelerate your drug development

	PK Submit™Create complete pharmacokinetic (PK) regulatory submission-ready CDISC domains in minutes

	Phoenix HostedPhoenix platform and Integral repository paired together for an end-to-end PK/PD validated SaaS offering in the cloud




	Pinnacle 21 Enterprise Software
		Pinnacle 21Shorten protocol to submission times and improve end-to-end clinical trial data quality




	Simcyp™ Mechanistic Modeling
		Simcyp™ PBPK SimulatorSimcyp PBPK models describe the behavior of drugs in different body tissues, with each tissue considered a physiological compartment

	Simcyp™ DiscoveryVersatile tool for translational modeling and simulation

	Simcyp™ Secondary IntelligenceDe-risk your program with evidence-based secondary pharmacology insights

	Simcyp™ Quantitative Systems Pharmacology PlatformPredict Clinical Outcomes for Novel Targets, Modalities & Combinations

	Simcyp™ BiopharmaceuticsStreamline the identification and refinement of promising formulations in a cost-effective manner




	D360™ Scientific Informatics Software
		D360Shorten the drug discovery design-make-test-analyze cycle with D360’s self service data and analytics




	Certara.AI Platform
		Certara.AI PlatformSolve data silo problems while improving analytics capabilities that drive productivity and accelerated data discovery across life science R&D




	View All
		SoftwareSoftware to inform key safety, efficacy and efficiency decisions throughout the entire development process







	Services
	ServicesView All

	Model-informed Drug Development
		Modeling and Simulation ServicesEmpower complex decisions to streamline your path to approval with Certara’s leading quantitative analysis and predictive modeling

	Biometrics and Data SciencesAchieve maximum value with expert support to extract insights from your biological data

	Drug Development ServicesWe work alongside your team to inform critical decisions and set you up for regulatory and commercial success




	Regulatory Services and Medical Communications
		Medical WritingDeliver successful submission documents on time, every time

	Regulatory Consulting and Regulatory AffairsHaving the right regulatory strategy in place will save time and money, and may result in the acceleration of your drug development program

	Regulatory OperationsAccelerate submission success with customized scalable solutions

	Medical Affairs and Scientific Communications ServicesReach the right audience at the right time with expert planning and writing support

	Transparency and DisclosureEnhance patient engagement and maintain compliance with data anonymization solutions

	Plain Language DocumentsFrom informed consent forms to plain language summaries, these documents ensure that the public is informed about clinical studies, and understands the value of their participation. 

	Document QualityEngage with our QC, formatting, and publishing experts to ensure high quality across all your documents

	Submission LeadershipProtect your submission with comprehensive support from a proven team of experts




	Real World Evidence and Market Access Consulting
		Real World Data SolutionsOur real world data solutions allow for niche needs identification, justifying access, differentiating value, quantifying an opportunity an demonstrating benefit/risk of your product

	Decision Analytics and ModelingDetermine your products value with our best in class capabilities in modeling, simulation, mathematics & Bayesian statistics paired with advanced analytics frameworks & proprietary software

	Health Economics and Outcomes Research (HEOR)Showcase the real-world value of your product

	Market Access and PricingOptimal drug pricing and reimbursment strategy

	US and EU Payer EngagementImplement your payer engagment strategy early and often for optimal reimbursment

	Value and StrategyOptimize your product value, positioning and evidence synthesis across all stages of the reimbursement journey




	Specialty Areas
		Cell and Gene TherapyDerisk and accelerate the development of your cell and gene therapies–from discovery to market access–through an integrated approach and unmatched expertise

	PediatricsTackle pediatric drug development challenges head on to ensure safe and effective medicines to children with our team of multidisciplinary experts

	OncologyTrust the experts who advanced 500+ oncology projects in 2021

	Rare Disease and Orphan DrugOvercome the unique challenges in rare disease and orphan drug development through an integrated approach to modeling and simulation

	Complex BiologicsMaximize program efficiencies and increase the likelihood of regulatory success with Certara’s unmatched experience and expertise in complex biologics







	About Us
	About UsOur Story

	Why Certara
		ResponsibilityCertara is committed to understanding, monitoring, and managing our social and environmental responsibilities.

	Regulatory AdoptionMany global regulatory agencies have adopted use of Certara’s Simcyp PBPK and Phoenix PK/PD platforms

	LocationsDiscover our global office locations

	LeadershipMeet our Executive Team and Board of Directors

	PartnershipsOur Centers of Excellence, Technology Partners, & Software Global Distribution Partners




	Careers
	Investors
	News
	Privacy and Legal
		Terms of UseAs a visitor to Certara.com users can view the terms and conditions of this site.

	Privacy CenterOur Privacy Center makes it easy to see how we collect and use your information

	Code of ConductOur Certara Code of Conduct ensures that we hold ourselves and our business practices to a high standard, allowing us to fulfill our obligations to the many stakeholders we serve.







	Resources
	ResourcesView All

	Scientific Content
		Case StudiesLearn how we helped solve our client’s drug development challenges

	White PapersRead our experts’ thoughts on the latest industry & regulatory trends

	BlogsOur blogs examine key issues in biosimulation and regulatory science

	ArticlesBylines and contributions from Certara’s thought leaders

	AnnouncementsRead the latest happenings at Certara

	PublicationsResearch authored by scientists at Certara

	WebinarsCatch up on the latest trends & best practices during our educational, interactive webinars

	On Demand WebinarsStay on the cutting edge of model-informed drug development & regulatory science trends on your time

	ConferencesConnect with us during industry events at our booth or during our thought leadership presentations 

	PodcastListen to our experts discuss drug discovery and development topics and trends

	Success StoriesExplore our curated selections of thought-provoking blogs, white papers, case studies, and webinars

	Videos



	Support
	Training
		Certara Customer EducationExplore on demand, live, and in-person PK/PD courses taught using Certara software Phoenix WinNonlin

	Professional CertificationDemonstrate your PK/PD expertise by obtaining a Certara Professional Certification

	Simcyp WorkshopsGet a solid grounding in mechanistic modeling and simulation

	View All
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								CERTAINTY by Certara

												Join our client summit to hear the latest innovations and opportunities to achieve better certainty to your drug development lifecycle.

												Learn More
								May 14-16, 2024, Philadelphia, PA

			

		

				
				
					
						
							Realizing

What’s Possible.

A brighter, healthier future for all is possible through modern medicine. But success in drug discovery and development is never guaranteed. At Certara, our human and technological expertise allows us to anticipate risks and guide decision making to push new ideas forward and revolutionize patient care.  What’s possible for your program with Certara?

Learn HOW CERTARA CAN HELP YOU
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									of new drug approvals by the FDA were received by our customers in the last 9 years
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									global regulatory and health authority submissions were prepared and delivered in the past 5 years
								

							

						

												
							 



													

											

				

			

		
	
		
												 



						 



						 



						 



						 



						 



								

	




	
		
			
				
																 



																 



									

				
					
											TECH-ENABLED SERVICES

											Unmatched Experience and Expertise

Our drug-development consultation services reflect decades of experience from more than 650 healthcare and pharmaceutical professionals, as well as leading-edge technological solutions. This combination delivers the insights and knowledge to accelerate regulatory and commercial success while saving time and money.  Over the last decade, we have worked on more than 7,000 customer projects, across practice areas and drug development phases, leading to the extensive experience our customers highly value.

EXPLORE SERVICES



				

			

		

	

	
		
			
				
										PROPRIETARY SOFTWARE

					
						Leading the Industry in Drug Discovery and Development

Our quantitative approach to model-informed drug development offers a comprehensive view of the clinical and regulatory possibilities and challenges facing new therapies.  We derive significant insights that inform the development of our biosimulation software. These insights help us to anticipate and align our technology roadmap with our customers’ needs and priorities.  By providing the clearest picture of both opportunities and risks in the development lifecycle, we remove doubt and inspire confidence at key milestones during the process.

BROWSE SOFTWARE

					

				

				
					
																		
													 



							Pinnacle 21 Clinical Data Management & Automation Suite

							
								Cloud suite of unified clinical data standardization, compliance and automation solutions to increase the speed and quality of clinical trial submission data.							

															Learn More
													

																		
													 



							Phoenix Pharmacokinetic / Pharmacodynamic Platform

							
								The global leader in software for preparing clinical trial data for regulatory submission.							

															Learn More
													

																		
													 



							Simcyp Physiologically Based Pharmacokinetic (PBPK)

							
								Simcyp PBPK models describe the behavior of drugs in different body tissues, with each tissue considered a physiological compartment.							

															Learn More
													

																		
													 



							D360 Scientific Informatics Platform

							
								The platform, used by over 6,000 discovery scientists for small molecule and biologics research, provides self-service data access and integrated analysis solution.							

															Learn More
													

																		
													 



							Certara.AI Platform

							
								Certara.AI allows you to solve data silo problems while improving analytics capabilities that drive productivity and accelerated data discovery across life science R&D.							

															Learn More
													

																	

				

			

		

	

	
		
			
					Webinars

•

						Conferences

•

						White Papers

•
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										SCIENTIFIC CONTENT

					Transforming the Future of Drug Development

Our goal is to not only push the boundaries of what’s possible through medical therapies and devices, but also to challenge the thinking that drives regulatory science. We are committed to sharing our thought leaders’ insights and findings to question current approaches and envision what the future holds for biosimulation and public health.

VIEW MORE
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									Advancing Services & Software for INDs: How to Expedite IND Filing with a Subscription Model [APAC Webinar]

									March 19, 2024
									When choosing how to accomplish your IND submission, there can be many elements to the process that must be determined: budget, software, personnel support, and more.&nbsp; To further complicate matters, these components must come together in harmony to ensure a smooth filing.&nbsp; Instead of concentrating individual efforts on research and how to unify the process, &hellip; <a href="https://www.certara.com/webinar/advancing-services-software-for-inds-how-to-expedite-ind-filing-with-a-subscription-model-apac-webinar/">Continued</a>


									Read More
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									A Quantitative Systems Pharmacology Model to Study the Efficacy of Therapies for the Treatment of Autoimmune Disease

									March 21, 2024
									This webinar is hosted by the International Society of Pharmacometrics (ISoP) Speakers:&nbsp; Abstract:&nbsp;The development of therapeutic antagonists that target BAFF and APRIL to treat autoimmune disease is still in its infancy, and many questions remain about their mechanisms of action and pharmacodynamic (PD) profiles, and how to optimize their efficacy. We developed a quantitative systems &hellip; <a href="https://www.certara.com/webinar/a-quantitative-systems-pharmacology-model-to-study-the-efficacy-of-therapies-for-the-treatment-of-autoimmune-disease/">Continued</a>


									Read More
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									Navigating the “Patent Cliff”: Omni-channel Strategies for Loss of Exclusivity and Established Products

									March 26, 2024
									When a pharmaceutical company faces the end of a product&#8217;s patent life, it encounters a myriad of challenges, including the need to overhaul its marketing and sales strategies. This session delves deep into these challenges, emphasizing how companies can pivot towards enhancing the marketing of their existing, patented products. We will provide insights into effective &hellip; <a href="https://www.certara.com/webinar/navigating-the-patent-cliff-omni-channel-strategies-for-loss-of-exclusivity-and-established-products/">Continued</a>


									Read More
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									DIA Europe 2024

									March 12, 2024
									


									Read More
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									SOT Annual Meeting and ToxExpo 2024

									March 10, 2024
									


									Read More
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									Clinical Data Disclosure, Transparency & Plain Language Summaries 2024

									March 19, 2024
									


									Read More
								

							
																				

					

					
						
														
								
									01

								

								
									Everything you need to know about SDTM 
									March 12, 2024
									Find out all you need to know about CDISC SDTM, from the SDTM implementation guide to a step-by-step process for SDTM dataset creation.



									Read More
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									European Collaboration on Health Technology Assessment(HTA): The New Road to Access
									November 21, 2023
									

									Read More
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									ICER’s Unsupported Price Increase Report: Unfit for Policymaking
									July 25, 2023
									Since 2019, the Institute for Clinical and Economic Review (ICER) has published an annual Unsupported Price Increase (UPI) Report on its “assessment on drugs that experience significant price hikes without any novel clinical evidence” to guide policy making on prescription drugs. US lawmakers have shown interest in the UPI approach as a potential tool to … Continued
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									Understanding the Impact of FDA Modernization Act 2.0 on Drug Development
									July 6, 2023
									Learn how the FDA Modernization Act 2.0 will change the drug development landscape by allowing alternative methods to animal testing.
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									Everything you need to know about SDTM 
									March 12, 2024
									Find out all you need to know about CDISC SDTM, from the SDTM implementation guide to a step-by-step process for SDTM dataset creation.



									Read More
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									How to Navigate the FDA Landscape for an Orphan Drug
									February 21, 2024
									Rare diseases are a public health priority. FDA has launched several programs and a final guidance to address the unmet need for orphan drugs. 



									Read More
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									Dose Optimization Considerations for Targeted Radiation Therapies
									February 16, 2024
									The acquisitions of targeted radiation therapy companies (TRT) Point Biopharma by Eli Lilly and RayzeBio by Bristol Meyer Squibb have sparked investors’ interest in this therapeutic class. A growing number of companies are now developing TRTs, and GlobalData reports that venture capital deals in the field have grown 550% to $408 million in 2023.1 The … Continued
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					Your Trusted Partner for Key Decision Points

				

				
										
						
															
									
										“Certara’s contribution to the drug development program for Nurtec ODT was substantial. Their clinical pharmacology representative worked seamlessly with the Biohaven Development Team. Certara’s considerable expertise in clinical pharmacology and pharmacometrics and flawless execution supported Nurtec’s clinical development team and helped to prepare the clinical pharmacology NDA components.”										Richard Bertz, PhDVice President, Clinical Pharmacology & Pharmacometrics
									

								

																
									
										“Working with Synchrogenix [Certara Regulatory] was the next best thing to having a fully staffed and seasoned RegOps team on site.”										Vice President of Regulatory Affairs | Gritstone Oncology
									

								

																
									
										“D360 is saving us hundreds of hours annually on data analysis. That is an important contribution to our research. The Certara team is tenacious and resourceful. They always find a solution. That’s what has made our relationship so successful.”										Dr. Keith Hornberger, Director of Chemistry, Arvinas
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									Find out all you need to know about CDISC SDTM, from the SDTM implementation guide to a step-by-step process for SDTM dataset creation.
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									Case Study: Transforming Health Economics Communication for a Global Biopharmaceutical Company in Colombia
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									Accelerating a drug launch with value communication technology and an integrated workflow
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									Medical Device | Medtronic Demonstrating the economic value of minimally invasive spinal surgery on the iPad
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										FEATURED CASE STUDIES

					Success is Achieved Together

Biosimulation can reduce the size of and cost of human trials, the most expensive and time-consuming part of drug development.  In some cases, we can eliminate certain human trials completely.   More than 2,000 customers worldwide choose us as their partner for biosimulation software and technology-driven services. See how we have helped companies like yours redefine what’s possible for safe and effective modern medicine.

Visit Case Studies
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Services Interest
								
								Biometrics and Data Sciences (Biostats, Programming, Databases)
							

								
								Drug Development (CMC, Toxicology, Early Development, Clinical Pharmacology)
							

								
								Market Access, HEOR, Real World Evidence, Pricing and Reimbursement, Commercialization
							

								
								Medical Affairs (Medical information, Publications, Scientific Communications, Field Medical)
							

								
								Modeling and Simulation (Pharmacometrics, PBPK, PKPD, QSP, QSTS, Simcyp™, VBE)
							

								
								Regulatory (Strategy, Consulting, Medical/Scientific Writing, Regulatory Submissions and Operations)
							



Software Interest
								
								AI Analytics - Layar™
							

								
								CDISC - Pinnacle 21 Enterprise, Data Exchange
							

								
								Compliant Data Repository - Integral
							

								
								Clinical Trials Outcomes Databases - CODEX
							

								
								Data Visualization - SEND Explorer®
							

								
								Discovery Informatics - D360™
							

								
								eCTD - GlobalSubmit™
							

								
								Mechanistic Biosimulation Software (PBPK, QSP, QSTS) - Simcyp™
							

								
								Medical Writing - CoAuthor
							

								
								Modeling Workbench - Pirana
							

								
								Pharmacokinetic and Pharmacodynamic (PK/PD) - Phoenix™
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