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	By Category
		[image: ]BiosimulationBiosimulation is quantitative drug development, also known as modeling and simulation.

	[image: ]Data ScienceVisualize clinical and non clinical data to improve drug development decisions

	[image: ]RegulatoryIncrease efficiency for your regulatory preparation and submission process

	[image: ]Market AccessOvercome the challenges to demonstrating and delivering value effectively

	[image: ]Discovery InformaticsImprove discovery research data utilization and optimize design-make-test-analyze cycles

	[image: ]Data InnovationAdvanced Deep Learning Analytics and AI




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

	[image: ]Phoenix NLME™User-friendly and powerful nonlinear mixed effect modeling software

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

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

	[image: ]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
		[image: ]Pinnacle 21Shorten protocol to submission times and improve end-to-end clinical trial data quality

	[image: ]Standards ManagementDefine, reuse & govern standards in our clinical metadata repository

	[image: ]CRF Design & EDC BuildDesign and visualize CRFS and build your EDC in under 6 weeks

	[image: ]External Vendor Data ExchangeReduce external vendor data timelines and get cleaner, higher quality data from vendors 

	[image: ]SDTM GenerationAutomate SDTM generation and make earlier informed decisions with rapid trial insights   

	[image: ]Define.xml & Reviewer’s Guide GenerationAutomate creation of define.xml and generate submission deliverables up to 80% faster

	[image: ]Clinical Data ValidationEnsure continuous compliance with in-stream data validation and monitor progress towards submission readiness




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

	[image: ]Simcyp™ DiscoveryVersatile tool for translational modeling and simulation

	[image: ]Simcyp™ Secondary IntelligenceDe-risk your program with evidence-based secondary pharmacology insights

	[image: ]Simcyp™ Quantitative Systems Pharmacology PlatformPredict Clinical Outcomes for Novel Targets, Modalities & Combinations

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




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




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




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







	Services
	ServicesView All

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

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

	[image: ]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
		[image: ]Medical WritingDeliver successful submission documents on time, every time

	[image: ]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

	[image: ]Regulatory OperationsAccelerate submission success with customized scalable solutions

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

	[image: ]Transparency and DisclosureEnhance patient engagement and maintain compliance with data anonymization solutions

	[image: ]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. 

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

	[image: ]Submission LeadershipProtect your submission with comprehensive support from a proven team of experts




	Real World Evidence and Market Access Consulting
		[image: ]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

	[image: ]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

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

	[image: ]Market Access and PricingOptimal drug pricing and reimbursment strategy

	[image: ]US and EU Payer EngagementImplement your payer engagment strategy early and often for optimal reimbursment

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




	Specialty Areas
		[image: ]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

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

	[image: ]OncologyTrust the experts who advanced 500+ oncology projects in 2021

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

	[image: ]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
		[image: ]ResponsibilityCertara is committed to understanding, monitoring, and managing our social and environmental responsibilities.

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

	[image: ]LocationsDiscover our global office locations

	[image: ]LeadershipMeet our Executive Team and Board of Directors

	[image: ]PartnershipsOur Centers of Excellence, Technology Partners, & Software Global Distribution Partners




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

	[image: ]Privacy CenterOur Privacy Center makes it easy to see how we collect and use your information

	[image: ]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
		[image: ]Case StudiesLearn how we helped solve our client’s drug development challenges

	[image: ]White PapersRead our experts’ thoughts on the latest industry & regulatory trends

	[image: ]BlogsOur blogs examine key issues in biosimulation and regulatory science

	[image: ]ArticlesBylines and contributions from Certara’s thought leaders

	[image: ]AnnouncementsRead the latest happenings at Certara

	[image: ]PublicationsResearch authored by scientists at Certara

	[image: ]WebinarsCatch up on the latest trends & best practices during our educational, interactive webinars

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

	[image: ]ConferencesConnect with us during industry events at our booth or during our thought leadership presentations 

	[image: ]PodcastListen to our experts discuss drug discovery and development topics and trends

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

	[image: ]Videos



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

	[image: ]Professional CertificationDemonstrate your PK/PD expertise by obtaining a Certara Professional Certification

	[image: ]Simcyp WorkshopsGet a solid grounding in mechanistic modeling and simulation

	[image: ]View All
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              											The industry standard for pharmacokinetic / pharmacodynamic (PK/PD) analysis

              				              											Phoenix WinNonlin Software

  
															 Contact us 
								                               Get the standard book for PK/PD for free 
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        Save Time with Integrated Tools

      						Limited time offer for Phoenix Software & Training!
										PK/PD and non-compartmental analyses can be time consuming, requiring detailed attention to every step from data preparation to report generation.  Phoenix WinNonlin™’s integrated tools for data processing, graphing & charting, report generation, and compliance create an efficient, all-in-one collaboration workbench.

Phoenix WinNonlin is used by over 10,000 scientists at more than 1,500 establishments in 60 countries. It is the industry standard for non-compartmental analysis (NCA), pharmacokinetic/pharmacodynamic (PK/PD), and toxicokinetic (TK) modeling with a proven 30-year history.

Regulatory agencies, including the US FDA, Japan Pharmaceutical and Medical Device Agency (PMDA), China Food and Drug Administration (CFDA), and the UK Medicines and Healthcare Products Regulatory Agency (MHRA), all use Phoenix WinNonlin to evaluate drug submissions.

PHOENIX VERSION 8.4

Accomplish more with the latest release of the Phoenix platform with:

	Usability Enhancements: You will find a collection of improvements focused on making the user experience more intuitive and streamlined , making your daily tasks smoother and more efficient. For example, duplicating objects within a workflow is a convenience that will save you time and allow you to work more effectively.
	Auditability Improvements: We understand the importance of maintaining a robust audit trail. One of the auditability features in Phoenix 8.4 is the ability to easily set user preference for UTC or system time zone for date/time formatting.
	Compatibility Upgrades: The release makes Phoenix more compatible than ever before. For example, Phoenix 8.4 now supports more data filetypes, including sas7bdat files and SAS transport file (XPT) formats through v9.
	Watch the What’s New video for a tour of the enhancements


DOWNLOAD NOW


												

		

	



	
		
		    
												
								
									
										
											
												
												Adding WinNonlin Validation Suite to your Phoenix platform provides software validation in < 30 minutes with locked PDF reports containing links to results.

											

											
												Get a demo
											

										

																			

								

								
								
																							
								
									
										
											
												
												Create PK CDISC Domains in Minutes with PK Submit.  Automate the time-consuming and error-prone task of creating CDISC domains for regulatory submissions.

											

											
												Learn more
											

										

																			

								

								
								
																							
								
									
										
											
												
												We are here to help.  Certara University provides a wide range of training options to get you started on WinNonlin, from beginner to advanced courses.

											

											
												Learn about training
											

										

																			

								

								
								
																		

		

	


	
							
								
									
																									
																					Intuitive dataset preparation																				

																					Use the simple interface to import SDTM-formatted datasets and prepare analysis-ready datasets. The Phoenix workflow traces data from the moment it is imported through final analysis, preventing data loss and costly re-analysis.
	Our one-step ratios plugin provides quick and easy calculation of NCA ratios including bioavailability, accumulation, linearity index, and parent/metabolite comparisons
	Our Enhanced Descriptive Statistics provide automated calculations of sample and population statistics for skewness and kurtosis, user-specified percentiles, and more




																					 Book a Free Consultation 
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																					User-friendly graphics engine and table generator 																				

																				The integrated graphics engine in Phoenix WinNonlin automatically creates publication-quality plots, figures and tables to create standardized PK/PD reports.

The Phoenix Platform’s charting capabilities provide the ability to utilize the offset function, change font size and style, change the order and presentation of categorical axes, and more. The outputs can be quickly attached to a PK/PD report for communicating results internally and to regulatory agencies.

 



																					 Download brochure 
																			

								

								
															


																	
								
									
																									
																					Workflows for consistency and efficiency																				

																					Increase productivity by reusing workflows across multiple projects and analyses
	Output with the click of a button—data processing/formatting, analysis, figure, plots, and tables
	Drag and drop new data into an existing workflow to generate updated results effortlessly
	Eliminate time-consuming analyst work or the need for a separate data programmer




																					 Contact Certara 
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																					Access Phoenix Anywhere!																				

																				Phoenix Hosted empowers research teams with enhanced performance and increased flexibility in their daily WinNonlin business. Phoenix Hosted supports various operating systems and hardware and offers easy scalability to adapt to organizational needs. The solution facilitates seamless collaboration on PK projects and, as an added productivity booster, allows extensive processing to occur remotely while users focus on scientific tasks within Phoenix. IT departments also benefit from Phoenix Hosted, as it reduces their workload by eliminating the need for desktop software installation and management.
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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
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Subscribe
								
								To subscribe to updates from Certara, check here.
							



 Please find the Certara privacy policy here. You can unsubscribe, and withdraw your consent, at any time.
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