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																							The Pulse of A.I.

																																															Intelligent Automation in highly regulated industries

																																														We automate regulatory tasks and workflows along all areas of the product life cycle. Our solutions help you to reduce knowledge intense document work by more than 300%. We offer pre-configured components, individual project-solutions and expert support in our core industries: MedTech, Pharmaceutical and Chemicals. Find out how you can leverage your  specific use-case through RPA and AI.
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											Trusted by leading companies worldwide
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						Our Use Cases

													Explore the ways automation can help your business
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																			Your search did not match

																												Unfortunately, there is no corresponding use case yet, but we can change that. Do you have a process or workflow where you need support through intelligent automation? Simply describe it and we will be happy to help you find a solution.



																												


 













	
		
			
				Our challenges are...*
				
			

		

		
			
				Salutation *
				Please select *
Mr
Mrs
Divers


			

		

			
				First name, Last name *
				
			

		

		
			
				Company *
				
			

		

		
			
				Position in the company *
				
			

		

		
			
				Phone * (für eventuelle Rückfragen)
				
			

		

		
			
				E-Mail *
				
			

		

		
			We look forward to writing the next success story with you.

			
				I accept the Privacy Policy of the lexoro GmbH.*
			

			


		

	








																	

							

							
								
																			Benefits for our customers

																													Reduction of costs
	Increase of quality
	Relief of employees
	Experts with focus on their activities
	Standardization of processes
	Increase in productivity
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											Intelligent Automation for Medical Device Registration Workflows

											Regulatory or Clinical Affairs. Quality Management and Assurance. Product Safety, Risk Management and Post Market Surveillance. All these departments ...

										

									
									
										Regulatory or Clinical Affairs. Quality Management and Assurance. Product Safety, Risk Management and Post Market Surveillance. All these departments and competences have to work hand in hand when it comes to the registration process for medical devices and products. Within the medical device industry and other regulated industries it is incredibly important to document, report, and monitor everything that is going on and happening during a product life cycle. Intelligent Automation supports this entire life cycle in documentation and reporting with powerful components and technologies. Often achieving an automation level of 70%.

lexoro has been developing and delivering successful solutions for well-known medical device companies for over 20 years, accelerating their registration and regulatory workflows in various fields. Read more about our solutions here.

																					

	
		
			
				
											The challenge

																With massive amounts of data that need to be collected, screened, analyzed, and subsequently processed and reported, manual tasks that require human time and attention are an enormous challenge for departments dealing with registration matters. Standard tasks like document generation, data collection, text and table transfer, or formatting pose a big problem – including the human error factor and the spending of valuable time and resources in already tight timeframes. Due to constantly higher hurdles for registration, approval, surveillance, and assessment due to the MDR and FDA in diverse countries, these highly standard-based tasks hinder the whole workflow.



									

									The problem

														Highly qualified employees spending valuable time processing large amounts of data
	Tedious data and text processing in various documents and reports
	Recurring updating and transfer tasks for several product groups and drugs
	Copy & Paste tasks, Data collection in diverse systems and databases, formatting and editing
	Everything with viable, relevant, and compliant data




								
			

			
				
					
						
															Customer

																						Our customers are broadly positioned, often with the same challenges of quality, flexibility, speed, and compliance. Reaching from globally active medical device and pharmaceutical enterprises, to medium-sized companies, to medical device service providers. All these customers trust in intelligent solutions powered by lexoro Automation with innovative approaches to accelerate and support tedious manual processes while delivering great results.



													

						
															
									Industry

									MedTech								

																						
									Competence

									Regulatory AffairsClinical AffairsQuality ManagementRisk ManagementMedical AffairsPost-Market SurveillanceProduct Safety								

																						
									Technology

									Natural Language GenerationNatural Language ProcessingRobotic Process Automation								

													

					

				

			

		

	


	
		
			
				
					
													The solutions: 
 Intelligent Automation for Medical Device Registration Workflows

																			lexoro’s approach to automating these processes is based on Robotic Process Automation (RPA). Here, manual & tedious activities are learned and automated by so-called software robots. . Especially the „collection“ of information from different databases & operating systems and the populating & creation of documents and reports. The starting point is the manual selection of the necessary template and its parameters. Here, relevant information and key data are determined, such as the document type to be created and its areas, chapters & sections. Once these basic requirements have been determined, automation can begin.

Our Big Plus: Individual and customer-specific solutions for your special requirements and needs. Whether special formats, templates, systems, or databases, the customized solutions can accommodate just about anything.
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											The process

																An overwhelming part within medical device deparrtments is spent on documentation and reporting with regulations and requirements becoming more complex including more and more data each year, making things even more complicated. With our Intelligent Automation solutions we focus on fast, precise, and efficient support for your processes. Our most successful and powerful solutions include Clinical Evaluation Plans, Clinical Evaluation Reports, and SSCP, PMS- or PMCF-Plan with diverse modules and chapters.

The used core components are adaptable for other types of documents and dossiers in the registration lifecycle – including data processing, formatting, transfer, population, export, etc. lexoro’s Intelligent Automation takes advantage of these challenges, releasing resources for your top experts.



																
							 lexoro AutomationTechnical DocumentationClinical EvaluationPlan (CEP)Clinical Evaluation Report (CER)SSCP and PMS- or PMCF-Plan1234Intelligent Automation for Registration Workflows & Documents in the Medical Device IndustryData processing, document filling and generation, and formatting of chapters and text segments in different parts of the registration lifecycle: 						

																
							 Intelligent Automation for Registration Workflows & Documents in the Medical Device Industry1234lexoro AutomationTechnical DocumentationClinical Evaluation Plan (CEP)Clinical Evaluation Report(CER)SSCP andPMS- or PMCF-Plan 						

									

			

												
													1Technical Documentation

																				Technical Documentation and in-house systems serve as starting point and data basis for the creation and generation of further documents and reports.



											

									
													2Clinical Evaluation Plan (CEP)

																				Automated data transfer and population of Clinical Study Plans. Text and data is collected from the technical documentation or in-house systems to create and fill the CEP.



											

									
													3Clinical Evaluation Report (CER)

																				As with the Clinical Study Plan, data, text, and tables can be transferred automatically from the CEP to the Clinical Evaluation Report (CER). Including relevant chapters and text segments with formatting and aggregation.



											

									
													4SSCP and PMS- or PMCF-Plan

																				Intelligent Automation for registration documents like SSCP, PMS- or PMCF-Plan. The same core components as used above can be adapted here to automatically extract, prepare, edit, and format data, text, and tables for the various templates and chapters.



											

									

	




	
		
			
				
											The benefits for the customer

																Automated document generation with compliant processing & populating of data, text, and tables

																	Reduction of processing time: only approx. 25-30% have to be created and processed manually
	100% error-free RPA technology with the support of AI – individually tailored to you
	Development of individual modules – you can design and determine special requirements
	Standardization of the workflow – MDR- and FDA-compliant creation of regulation documents
	Web-based Report & Document Generation. Secure data processing. Ready to use in 4-6 weeks




									

			

			
				
					
													The savings potential achieved

												
							
								
								
								
							
						
					

											
							ca. 3.300 h / 300.000 €
						

																Reduction in work performed per year. Total up to ca. 3 FTEs at 70% PQ

									

			

		

		
			
				
											Have your savings potential calculated now!

																Do you want to write your own success story with the help of Intelligent Automation? Contact our experts for RPA, NLP, NLG

and Machine Learning and learn how much you can save with the innovative automation of your workflows and processes.



																							
								Arrange a consultation now
							

															

			

							
					
						
							
																																	


 













	

			
				Our challenges are...*
				
			

		


		
			
				Salutation *
				Please select *
Mr
Mrs
Divers


			

		

		
			
				First name, Last name *
				
			

		

		
			
				Company *
				
			

		

		
			
				E-mail *
				
			

		

				
			
				I accept the Privacy policy of lexoro GmbH. *
			

		

		
			


		

	








															

						

						
							
																	Your contact person

																			
											
												
													Sebastian van der Meer

													Managing Director

												

												
																																											
																
															

														
														

																	
																		
																			
																				
																					
																				
																			
																		
																	
																
																																														
																	
																		
																		
																	
																
																													
													

											

											
												
													[image: ]


[image: ]

												

											

										

																																								

						

					

				

					

	



																			

								

															
									
																					
												Pharmaceutical											
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											Automated generation of AMNOG Dossiers

											Intelligent Automation is the key driver that not only accelerates the creation and generation of AMNOG Dossiers for one of our globally active pharma...

										

									
									
										Intelligent Automation is the key driver that not only accelerates the creation and generation of AMNOG Dossiers for one of our globally active pharmaceutical customers. By automating tedious and yet highly standardizable tasks, the overall AMNOG process has taken a significant leap. All of this with classic automation in the form of Robotic Process Automation to transfer data and text to subsequently populate and fill the desired AMNOG Dossiers. lexoro´s degree of automation: about 70% for document creation and generation.

																					

	
		
			
				
											The challenge

																In many regulated industries, the approval process for products, drugs or substances is very tedious. Especially in the Pharmaceutical area, AMNOG provides physicians with information about the benefits and possible harm of new drugs before prescribing them to patients, creating a level of transparency. In order to precisely document the benefit assessment and to ultimately be able to properly evaluate the assessment, the AMNOG Dossier with 5 different modules is compiled by the Pharmaceutical manufacturer – all determined by the G-BA.



									

									The problem

														Very high time expenditure with enormous scope of work
	Manual collection, modification and distribution of information, text elements, tables from various systems
	Time-consuming copy & paste tasks, formatting & editing, as well as compilation of different modules
	Populating relevant information into templates for the AMNOG Dossier with its several modules




								
			

			
				
					
						
															Customer

																						Being globally active for several decades, our customer is one of the leading pharmaceutical companies with German origin. The company researches and creates life-changing products in various fields and areas and therefore has the ambition to pursue regulatory obligations in the best possible manner.



													

						
															
									Industry

									Pharmaceutical								

																						
									Competence

									Regulatory AffairsRisk ManagementMedical AffairsProduct Safety								

																						
									Technology

									Natural Language ProcessingRobotic Process Automation								

													

					

				

			

		

	


	
		
			
				
					
													The solution: Intelligent Automation for the creation and generation of AMNOG Dossiers

																			Intelligent Automation is the combination of classic automation (RPA) and Artificial Intelligence components and technologies like Natural Language Processing or Machine Learning. lexoro has optimized these technologies to automatically create and generate AMNOG Dossiers. Where there was tedious and time-consuming standard tasks before – now the lexoro technology automatically copies, populates data, text and tables to intelligently create AMNOG Dossiers with relevant text segments and chapters in no time.

Due to this next-level approach, the customer saves 70% of time in data collection and preparation workflows. Plus: the newly standardized process enables the company´s experts to leave routine tasks behind and concentrate on highly complex analyses and other value-adding activities. All in all a future-proof process to create products that really help people.
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											The process

																After initially choosing or selecting a template or chapter for the AMNOG Dossier process manually, the Intelligent Automation process starts. From a data basis – that can be either uploaded or collected automatically – software robots are able to format, edit, compile, aggregate and generate text sections, segments, or whole chapters. These segments are then used to finally generate the dossier. The last step offers an export in any format for futher processing.



																
							 lexoro AutomationChoose template or chapterCreation of data basis (upload or collect)Preview and ExportFormatting and AggregationTransfer, Filling and Population12345Automated Document Generation for AMNOG Dossiers and other documents within Benefit AssessmentCopying, populating & formatting of data, text & information into the associated chapters and parts of the AMNOG Dossier: 						

																
							 12345lexoro AutomationChoose template or chapterCreation of data basis (upload or collect)Formatting and AggregationTransfer, Filling and PopulationPreview and ExportDocument Generation for AMNOG Dossiers and other documents 						

									

			

												
													1Choose template or chapter

																			Manual selection of the required template or chapter to be processed or generated.

											

									
													2Creation of data basis (upload or collect)

																			Automated collecting and copying of relevant raw data and text from in-house systems (e.g., LIMS, SAP, ELN, etc) or from documents (Word, Excel, XML, etc.) to create a data basis.

											

									
													3Formatting and Aggregation

																			Extraction, preparation, completion & analysis of data from various reports, documents, batches, sources & systems.

											

									
													4Transfer, Filling  and Population

																			Fully automated filling of defined templates & tables with relevant data (e.g., proper formatting, in German, German decimal notation, footnotes, binary and time-to-event endpoints, etc.).

											

									
													5Preview and Export

																			Final generation & export of the dossier with completed tables for further manual processing & review.

											

									

	




	
		
			
				
											The benefits for the customer

																100% error-free RPA technology combined with AI-supported processes leads to a standardized AMNOG Dossier generation workflow

																	Automatic AMNOG Dossier generation with data preparation – approx. 70% time saving
	100% error-free RPA technology with support of AI – individually tailored to you
	Standardization of workflow – EMA- and FDA-compliant creation of dossier chapters and text segments
	Problem-free integration of the automation solution into your existing system landscape
	Fast solution development according to your needs & wishes – directly measurable ROI




									

			

			
				
					
													The savings potential achieved

												
							
								
								
								
							
						
					

											
							4.000 h / 325.000 €
						

																Reduction in work performed per year. Total up to 3 FTE at 70% PQ

									

			

		

		
			
				
											Have your savings potential calculated now!

																Do you want to write your own success story with the help of Intelligent Automation? Contact our experts for RPA, NLP

and Machine Learning and learn how to accelerate AMNOG Dossiers and how much you can save with the innovative automation of your workflows and processes.



																							
								Arrange your consultation now
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													Managing Director
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											Intelligent Automation for Pharmaceutical Registration Workflows

											Regulatory, Clinical, or Medical Affairs. Drug or Product Safety. Quality Management and Assurance. Risk Management and Post Market Surveillance. All ...

										

									
									
										Regulatory, Clinical, or Medical Affairs. Drug or Product Safety. Quality Management and Assurance. Risk Management and Post Market Surveillance. All these departments and competences have to work hand in hand when it comes to the registration process for drugs and medicines. Within the pharmaceutical industry and other regulated industries it is incredibly important to document, report, and monitor everything that is going on and happening during a drug life cycle. Intelligent Automation supports this entire life cycle in documentation and reporting with powerful components and technologies. Often achieving an automation level of 70%.

lexoro has been developing and delivering successful solutions for well-known pharmaceutical companies for over 20 years, accelerating their registration and regulatory workflows in various fields. Read more about our solutions here.

																					

	
		
			
				
											The challenge

																With massive amounts of data that need to be collected, screened, analyzed, and subsequently processed and reported, manual tasks that require human time and attention are an enormous challenge for departments dealing with registration matters. Standard tasks like document generation, data collection, text and table transfer, or formatting pose a big problem – including the human error factor and the spending of valuable time and resources in already tight timeframes. Due to constantly higher hurdles for drug approval and assessment in diverse countries, these highly standard-based tasks hinder the whole workflow.



									

									The problem

														Highly qualified employees spending valuable time processing large amounts of data
	Tedious data and text processing in various documents and reports
	Recurring updating and transfer tasks for several product groups and drugs
	Copy & Paste tasks, Data collection in diverse systems and databases, formatting and editing
	Everything with viable, relevant, and compliant data




								
			

			
				
					
						
															Customer

																						Our customers are broadly positioned, often with the same challenges of quality, flexibility, speed, and compliance. Reaching from globally active pharmaceutical enterprises, to medium-sized companies, to Clinical Research Organizations. All these customers trust in intelligent solutions powered by lexoro Automation with innovative approaches to accelerate and support tedious manual processes while delivering great results.



													

						
															
									Industry

									Pharmaceutical								

																						
									Competence

									Regulatory AffairsClinical AffairsQuality ManagementRisk ManagementMedical AffairsPost-Market SurveillanceProduct Safety								

																						
									Technology

									Natural Language GenerationNatural Language ProcessingRobotic Process Automation								

													

					

				

			

		

	


	
		
			
				
					
													The solutions: 
 Intelligent Automation for Pharmaceutical Registration Workflows

																			lexoro’s approach to automating these processes is based on Robotic Process Automation (RPA). Here, manual & tedious activities are learned and automated by so-called software robots. . Especially the „collection“ of information from different databases & operating systems and the populating & creation of documents and reports. The starting point is the manual selection of the necessary template and its parameters. Here, relevant information and key data are determined, such as the document type to be created and its areas, chapters & sections. Once these basic requirements have been determined, automation can begin.

Our Big Plus: Individual and customer-specific solutions for your special requirements and needs. Whether special formats, templates, systems, or databases, the customized solutions can accommodate just about anything.
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											The process

																An overwhelming part within pharmaceutical deparrtments is spent on documentation and reporting with regulations and requirements becoming more complex including more and more data each year, making things even more complicated. With our Intelligent Automation solutions we focus on fast, precise, and efficient support for your processes. Our most successful and powerful solutions include Clinical Study or Trial Protocols, Clinical Study or Trial Reports, and Common Technical Documents with diverse modules and chapters.

The used core components are adaptable for other types of documents and dossiers in the registration lifecycle – including data processing, formatting, transfer, population, export, etc. lexoro’s Intelligent Automation takes advantage of these challenges, releasing resources for your top experts.



																
							 lexoro AutomationTechnical DocumentationClinical Study or Trial Protocol(CSP or CTP)Clinical Study or Trial Report(CSR or CTR)Common Technical Document (CTD) and Modules1234Intelligent Automation for Registration Workflows & Documents in the Pharmaceutical IndustryData processing, document filling and generation, and formatting of chapters and text segments in different parts of the registration lifecycle: 						

																
							 Intelligent Automation for Registration Workflows & Documents in the Pharmaceutical Industry1234lexoro AutomationTechnical DocumentationClinical Study or Trial Protocol(CSP or CTP)Clinical Study or Trial Report(CSR or CTR)Common Technical Document (CTD) and Modules 						

									

			

												
													1Technical Documentation

																				Technical Documentation and in-house systems serve as starting point and data basis for the creation and generation of further documents and reports.



											

									
													2Clinical Study or Trial Protocol (CSP or CTP)

																				Automated data transfer and population of Clinical Study Protocols (CSP/CTP). Text and data is collected from the technical documentation or in-house systems to create and fill the CSP / CTP.



											

									
													3Clinical Study or Trial Report (CSR or CTR)

																				As with the Clinical Study Protocol, Data, text, and tables can be transferred automatically from the CSP to the Clinical Study Report (CSR/CTR). Including relevant chapters and text segments with formatting and aggregation.



											

									
													4Common Technical  Document (CTD) and Modules

																				Intelligent Automation for registration documents and modules within the Common Technical Document and its dossiers. The same core components as used above can be adapted here to automatically extract, prepare, edit, and format data, text, and tables for the various CTD modules.



											

									

	




	
		
			
				
											The benefits for the customer

																Automated document generation with compliant processing & populating of data, text, and tables

																	Reduction of processing time: only approx. 20-25% have to be created and processed manually
	100% error-free RPA technology with the support of AI – individually tailored to you
	Development of individual modules – you can design and determine special requirements
	Standardization of the workflow – EMA- and FDA-compliant creation of regulation documents
	Web-based Report & Document Generation. Secure data processing. Ready to use in 4-6 weeks




									

			

			
				
					
													The savings potential achieved

												
							
								
								
								
							
						
					

											
							ca. 3.000 h / ca. 300.000 €
						

																Reduction in work performed per year. Total up to 1.5-4.5 FTEs at 70% PQ

									

			

		

		
			
				
											Have your savings potential calculated now!

																Do you want to write your own success story with the help of Intelligent Automation? Contact our experts for RPA, NLP, NLG

and Machine Learning and learn how much you can save with the innovative automation of your workflows and processes.



																							
								Arrange a consultation now
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													Managing Director
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											Automated population & creation of the Summary of Safety and Clinical Performance

											The Medical Device Regulation (MDR) has brought several obligations and requirements regarding reporting, safety, and other risk-preventive actions. T...

										

									
									
										The Medical Device Regulation (MDR) has brought several obligations and requirements regarding reporting, safety, and other risk-preventive actions. These processes and the effort that comes with them, has left a lot of companies struggling with the regulatory workflows. The Intelligent Automation solution by lexoro helps our clients in the medical device sector to accelerate the preparation, the population and the generation of chapters and sections within the Summary of Safety and Clinical Performance (SSCP). This way, the workload for these summary reports – obligatory for Class III and implantable devices – can be reduced significantly. lexoro´s big performance-plus: a degree of automation of about 70%.

																					

	
		
			
				
											The challenge

																Class III and implantable devices usually mean a higher level of risk for the patient. Therefore, the Medical Device Regulation has seen the necessity for a routine summary to display clinical data regarding the safety and performance of such devices. While the Post Market Surveillance process is going on regularly, the SSCP has to be updated once a year as well. The challenge for manufacturers lies in the additional effort that has to be put into this short summary – collecting clinical data, updating outdated information, choosing an appropriate language that is readable for the general public and making it accessible after several checks by Notified Bodies. And all this in accordance with the current requirements of the MDR.

 



									

									The problem

														High time expenditure for a routine-based workload
	Manual collection, copying, distribution, and updating of information, text elements, tables from various systems
	Time-consuming copy & paste tasks for several chapters and sections
	Populating relevant information into templates for the SSCP




								
			

			
				
					
						
															Customer

																						Being a globally active company within the medical device sector and a portfolio also includes the high-risk implants and Class III devices, our customer wanted to accelerate the tedious work for the preparation of SSCPs. This was only one step in the company´s journey to regulatory excellence under new MDR requirements where lexoro is a key partner.



													

						
															
									Industry

									MedTech								

																						
									Competence

									Regulatory AffairsQuality ManagementRisk ManagementPost-Market Surveillance								

																						
									Technology

									Natural Language ProcessingRobotic Process Automation								

													

					

				

			

		

	


	
		
			
				
					
													The solution: Intelligent Automation for Summary of Safety and Clinical Performance (Class III & Implants)

																			For the intelligent solution to accelerate the SSCP workflow, lexoro has leveraged the power of RPA and NLP and consequently restructured the preparation and population. This way, lexoro can enable and inspire a company´s top regulatory experts by either completely removing or semi-automating routine tasks. Typically, these tasks would include the likes of copy & paste, data collection, and content population. With lexoro´s innovative Intelligent Automation technology, regulatory departments can save up to 70%. And by introducing the fully flexible and customized solution into your system environment, the transition runs almost seamlessly.
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											The process

																The initial and only manual step includes the selection of a template for the summary or the report to be created. In the following, software robots automatically search through internal systems to collect relevant information and data. These can be textual, tabular, numeric or other data that fits the relevancy criteria for the respective template or chapter. After the collection of the data basis is completed successfully, it is possible to prepare, format and supplement the data using Natural Language Processing. In the final step, the lexoro solution processes the fully automatic population of the defined templates & tables with relevant data into the designated summary chapters and exports the finalized document in a format of choice.



																
							                                                                                                                                                                                                                                                                                                                                                                                           						

																
							




	
		
	
	
		
	
	
		
		
			
			
			
		
		
		
			
			
			
				
			
			
				
			
			
				
			
				
			
			
			
				
			
			
			
			
			
			
			
				
			
			
				
			
			
				
			
			
				
			
			
				
			
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
	


						

									

			

												
													1Choose template  or chapter

																			Manual selection of the required template or chapter to be processed or generated.

											

									
													2Creation of data basis (upload or collect)

																			Automated collecting and copying of relevant data and text from source data (e.g., the PMCF, IFU, CEP, CER, or technical documentation) to create a data basis.

											

									
													3Formatting and Aggregation

																			Extraction, preparation, editing, and formatting of data, text, and tables for the SSCP.

											

									
													4Transfer, Filling  and Population

																			Filling and population of prior defined chapters and tables with relevant data and text (e.g., Summaries, Performance & Safety, etc.).

											

									
													5Preview and Export

																			Transfer and Export in company-specific SSCP templates for further processing.

											

									

	




	
		
			
				
											The benefits for the customer

																100% error-free RPA technology combined with AI-supported processes leads to a standardized workflow

																	 Automated support for preparation & creation of SSCPs – approx. 70% time saving
	100% error-free RPA technology with support of AI – individual solution for your needs
	Standardization of the workflow – MDR-compliant creation of chapters and subsections
	Problem-free integration of the automation solution into your existing system landscape
	Fast support and thus relief for your top experts – directly measurable ROI




									

			

			
				
					
													The savings potential achieved

												
							
								
								
								
							
						
					

											
							2.000 h / 150.000 €
						

																Reduction in work performed per year. Total up to 2 FTE at 70% PQ

									

			

		

		
			
				
											Have your savings potential calculated now!

																Do you want to write your own success story with the help of Intelligent Automation? Contact our experts for RPA, NLP

and Machine Learning and learn how to accelerate Overviews and Summaries and how much you can save with the innovative automation of your workflows and processes.
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												Pharmaceutical											
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											Intelligent Automation for Benefit Assessment & AMNOG

											For a leading European company providing medicines and care, lexoro developed a solution to automate the benefit assessment for pharmaceuticals. By us...

										

									
									
										For a leading European company providing medicines and care, lexoro developed a solution to automate the benefit assessment for pharmaceuticals. By using Intelligent Automation to search databases and evaluate the results, this solution accelerates the whole assessment workflow. The benefits: The intelligent solution serves the customer significant time savings for tedious standard routines as well as automatic output of the results in a standardized list. In conclusion, the database search and evaluation or assessment process is highly accelerated by focussing on relieving the top experts.

																					

	
		
			
				
											The challenge

																For Benefit Assessment, Cost-effectiveness and the AMNOG procedure of produced medicines, various databases must be searched regularly for new information. This involves a very timeintensive information acquisition process by regularly querying defined search criteria and strategies and then displaying the results in a list. Due to constantly higher hurdles for drug approval and assessment in diverse countries, these highly standard-based tasks hinder the whole workflow.



									

									The problem

														Higher hurdles to drug approval with several different requirements for diverse countries
	Significant time investment by highly qualified employees
	Repetitive serial process for database query
	No automation of a highly standards-based process




								
			

			
				
					
						
															Customer

																						Our customer is a leading European provider of medicines and care. Working closely together with a Clinical Research Organization (CRO), the company needs to gather an immense amount of information over a wide range of products and drugs in order to ensure the benefits and thus guarantee the drug approvals.



													

						
															
									Industry

									Pharmaceutical								

																						
									Competence

									Regulatory AffairsRisk ManagementMedical Affairs								

																						
									Technology

									Natural Language ProcessingRobotic Process Automation								

													

					

				

			

		

	


	
		
			
				
					
													The solution: 
 Intelligent Automation with lexoro

																			To standardize and accelerate the literature search & review for benefit assessments, lexoro has automated the extraction of information from database queries with the help of Robotic Process Automation (RPA) & Natural Language Processing. With the scalable power of the lexoro crawler, it is now possible to gather relevant information in every wanted database in literally no time. In addition to that and a huge quality booster: the RPA-driven technology works 100% error-free.
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											The process

																An individualized & flexible search strategy in combination with the autonomy of the lexoro solution delivers amazing results. The addition of several databases (like BfArM, FDA, MAUDE, ANSM / AEMPS or other platforms combining several databases) according to your needs is uncomplicated. With the help of NLP the hits are evaluated according to relevance and automatically exported in a standardized list for further use. A serial and very time-consuming database query has been transformed into an automated process that enables companies to optimize and accelerate their benefit assessment and guarantees significant time savings for the company´s top experts.



																
							                                                                                                                                                                                                                                                                                                                                                                                             						

																
							




	
		
	
	
		
	
	
		
		
			
			
			
		
		
		
			
			
			
				
			
			
				
			
			
				
			
				
			
			
			
				
			
			
			
			
			
			
			
				
			
			
				
			
			
				
			
			
				
			
			
				
			
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
	


						

									

			

												
													1Definition search strategy & databases

																			Definition of the search strategy with keywords, topics, time period, etc. and the desired data sources, such as bibliographic databases, scientific literature, etc.

											

									
													2Information acquisition  in databases

																			Intelligent Automation: lexoro Crawler (software robot) searches the databases & sources according to previously defined search criteria
	High frequency & time saving



											

									
													3Deduplicate & merging the results

																			Search results are automatically filtered for duplicates and merged & prepared for further processing
	Replacing tedious standard tasks & optimizing result quality



											

									
													4Evaluation & classification by relevance

																			Efficient identification & classification of all clearly „relevant“ & „not relevant“ literature (by title, abstract or full text)
	Standardization & precise exclusion criteria



											

									
													5Export the findings & results

																			Final export & presentation of findings, results, hits & relevant literature
	100% error-free RPA technology



											

									

	




	
		
			
				
											The benefits for the customer

																Automated and 100% error-free database query, automated clinical evaluation of relevant results

																	Reduction of processing time: only approx. 20-25% of the results have to be checked manually
	Automated database search with results & outcomes in real time
	100% error-free RPA technology with the support of AI – individually tailored to you
	Relieve and empower employees by saving time – better analysis possible
	Standardization of literature research & the creation of benefit assessment dossiers




									

			

			
				
					
													The savings potential achieved

												
							
								
								
								
							
						
					

											
							5.500 h / 200.000 €
						

																Reduction in work performed per year. Total up to 4,5 FTE at 70% PQ

									

			

		

		
			
				
											Have your savings potential calculated now!

																Do you want to write your own success story with the help of Intelligent Automation? Contact our experts for RPA, NLP, NLG

and Machine Learning and learn how much you can save with the innovative automation of your workflows and processes.
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											Automated generation of Common Technical Documents and its Modules

											Intelligent Automation is the key driver that not only accelerates the creation and generation of CTD Modules, Overviews and Summaries within a global...

										

									
									
										Intelligent Automation is the key driver that not only accelerates the creation and generation of CTD Modules, Overviews and Summaries within a globally active pharmaceutical group. It also empowers the highly competent experts by automating tedious standard tasks and time-consuming copy & paste routines. This way, the generation of reports, documents and other mandatory parts of the Common Technical Document is taken to a new level with time savings and a degree of automation of about 70%.

																					

	
		
			
				
											The challenge

																In many regulated industries, the approval process for products, drugs or substances is very tedious. But especially in the Pharmaceutical area – where people and humans are arguably affected by the product more than in any other industry – the registration process is a major assignment. Registration dossiers – like the Common Technical Document – often take up several thousand pages of reports, analyses and evaluations. All according to several special requirements and compliance factors of the EMA and FDA.



									

									The problem

														Very high time expenditure with enormous scope of work
	Manual collection, modification and distribution of information, text elements, tables from various systems
	Time-consuming copy & paste tasks for several thousand pages
	Populating relevant information into templates for the CTD with its several modules




								
			

			
				
					
						
															Customer

																						Our customer is one of the world’s leading healthcare and life science companies with over 70.000 employees in diverse sectors worldwide. The company researches and creates life-changing products in various fields and areas and therefore has the ambition to pursue regulatory obligations in the best possible manner.
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									Pharmaceutical								

																						
									Competence

									Regulatory AffairsMedical Affairs								

																						
									Technology

									Natural Language ProcessingRobotic Process Automation								

													

					

				

			

		

	


	
		
			
				
					
													The solution: Intelligent Automation of CTD (Module 2) Overviews and Summaries

																			For the automated population, creation & generation of overviews and summaries for Common Technical Documents – especially Module 2 and 3 – lexoro has leveraged the power and possibilities of Intelligent Automation. RPA, NLP and NLG technology go hand in hand to create the optimal outcome for our customers. Where there was tedious and time-consuming standard tasks before – now the lexoro technology automatically copies, populates data, text and tables to intelligently create overviews and summaries in no time.

Due to this next-level approach, the customer saves 70% of time in data collection and preparation workflows. Plus: the newly standardized process enables the company´s experts to leave routine tasks behind and concentrate on highly complex analyses and other value-adding activities. All in all a future-proof process to create products that really help people.



											

				

			

			
									
						
							

							

							[image: ]


[image: ]

						
					

							

		

	


	
		
			
				
											The process

																After manually selecting a fitting overview or summary template or a CTD-chapter for the intelligent populating process, software-robots collect various data and information from internal systems that fit the relevancy criteria for the respective template or chapter. The next step involves automated analysis of said collected data to modify the information – if necessary. After successfully connecting text and text elements with the designated parts in the template or chapters, the technology fully automatically fills these segments with the before collected data to finally generate the wanted summary or overview. The last step offers an export in any format for futher processing.



																
							 lexoro AutomationChoose template or chapterCreation of data basis (upload or collect)Preview and ExportFormatting and AggregationTransfer, Filling and Population12345Automated Document Generation for Common Technical Documents and respective Modules and ChaptersCopying, populating & formatting of data, text & information into the associated modules and chapters of the Common Technical Document: 						
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													1Choose template  or chapter

																			Manual selection of the required template or chapter to be processed or generated.

											

									
													2Creation of data basis (upload or collect)

																			Automated collecting and copying of relevant raw data and text from in-house systems (e.g., LIMS, SAP, statistics systems, etc) to create a data basis.

											

									
													3Formatting and Aggregation

																			Extraction, preparation, editing, and formatting of data, text, and tables for the CTD modules - this includes adjusting tenses (present/future tense in past tense) or text generation for table descriptions.

											

									
													4Transfer, Filling  and Population

																			Fully automatic populating of dedicated chapters such as Quality & Clinical Summary, Non-clinical & Clinical Overview, etc.

											

									
													5Preview and Export

																			Preview of the document in a system with subsequent generation & export of the module or document for further manual processing.

											

									

	




	
		
			
				
											The benefits for the customer

																100% error-free RPA technology combined with AI-supported processes leads to a standardized CTD-generation workflow

																	Automatic CTD overview & summary generation with data preparation – approx. 70% time saving
	100% error-free RPA technology with support of AI – individually tailored to you
	Standardization of workflow – EMA- and FDA-compliant creation of Module 2 chapters
	Problem-free integration of the automation solution into your existing system landscape
	Fast solution development according to your needs & wishes – directly measurable ROI




									

			

			
				
					
													The savings potential achieved

												
							
								
								
								
							
						
					

											
							3.800 h / 280.000 €
						

																Reduction in work performed per year. Total up to 2,5 FTE at 70% PQ

									

			

		

		
			
				
											Have your savings potential calculated now!

																Do you want to write your own success story with the help of Intelligent Automation? Contact our experts for RPA, NLP

and Machine Learning and learn how to accelerate Overviews and Summaries and how much you can save with the innovative automation of your workflows and processes.
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											Automated creation of Clinical Evaluation Reports

											For one of the world’s leading medical technology companies which offers innovative products and services in Medical and Surgical, Neurotechnolo...

										

									
									
										For one of the world’s leading medical technology companies which offers innovative products and services in Medical and Surgical, Neurotechnology, Orthopaedics and Spine lexoro automated the creation of Clinical Evaluation Reports (CER). For our client we automated the creation of Clinical Evaluation Reports by copying, preparing & populating text & tables to speed up process cycles and tedious workflows using RPA and NLP technology. With the Intelligent Automation of the workflows we achieved a degree of automation and therefore time savings of about 70%.

																					

	
		
			
				
											The challenge

																In medical device technology the Clinical Evaluation Report (CER) is a vital milestone for every device. As the clinical evaluation generates and provides necessary data and information for safety and performance, these outcomes must be recorded and maintained in the CER. This is where the challenge relies. There are a lot of summaries, tables, evaluations, conclusions and analyses that have to be created and collected from different sources. All according to several special requirements and compliance factors of the MDR and MEDDEV 2.7.1.



									

									The problem

														Very high time expenditure
	Manual collection and evaluation of all relevant information from the Clinical Evaluation
	Time-consuming copy & paste tasks
	Populating relevant information into templates for CER




								
			

			
				
					
						
															Customer

																						Our customer is one of the world’s leading healthcare companies with over 20.000 employees worldwide. The company researches and creates medical devices like orthopedic and surgical implants with also delivering fields like the neurotechnology and other surgical areas.
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									MedTech								

																						
									Competence

									Regulatory AffairsClinical Affairs								

																						
									Technology

									Natural Language ProcessingRobotic Process Automation								

													

					

				

			

		

	


	
		
			
				
					
													The solution: Intelligent Automation of CER preparation & generation

																			For the automated generation and support of Clinical Evaluation Reports (CER), lexoro has combined the technologies on a modular level. RPA, NLP and NLG technology go hand in hand to create the optimal outcome for our customers. Now the copying, preparation & populating of texts, tables & templates for nearly all parts of the CER is automated and tedious workflows are accelerated.

Thanks to 100% error-free RPA technology combined with Artificial Intelligence the repetitive process of report generation is standardized and 100% error-free. The customer saves 70% of time concerning data preparation while top experts can focus on analyses and summaries (value-added activities) and thus increase the results and outcomes of the overall process.



											

				

			

			
									
						
							

							

							[image: ]


[image: ]

						
					

							

		

	


	
		
			
				
											The process

																After manually selecting a CER-template or a CER-chapter for the intelligent populating process, software-robots crawl various in-house databases and systems to collect relevant data and information. In the next step these information are analyzed, modified if necessary and prepared for the next stages. After successfully connecting text and text elements with the designated parts in the template or chapters, the technology fully automatically fills these segments with the before collected data to finally generate e.g., summaries, clinical data and review, performance and safety, etc. The last step offers an export in any format for futher processing.



																
							                                                                                                                                                                                                                                                                                                                                                                                                        						

																
							




	
		
	
	
		
	
	
		
		
			
			
			
		
		
		
			
			
			
				
			
			
				
			
			
				
			
				
			
			
			
				
			
			
			
			
			
			
			
				
			
			
				
			
			
				
			
			
				
			
			
				
			
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
		
			
			
			
			
			
		
	


						

									

			

												
													1Choose template  or chapter

																			Manual selection of the required template or chapter to be processed or generated.

											

									
													2Creation of data basis (upload or collect)

																			Automated collecting and copying of relevant data and text from source data (e.g., the PMCF, IFU, CEP, or technical documentation) to create a data basis.

											

									
													3Formatting and Aggregation

																			Extraction, preparation, editing, and formatting of data, text, and tables for the CER.

											

									
													4Transfer, Filling  and Population

																			Filling and population of prior defined chapters and tables with relevant data and text (e.g., Summaries, Performance & Safety, etc.).

											

									
													5Preview and Export

																			Transfer and Export in company-specific CER templates for further processing.

											

									

	




	
		
			
				
											The benefits for the customer

																100% error-free RPA technology combined with AI-supported processes leads to a standardized CER-generation workflow

																	Automatic Clinical Evaluation Report generation with data preparation – approx. 70% time saving
	100% error-free RPA technology with support of AI – individually tailored to you
	Standardization of the workflow – MDR- and FDA-compliant creation of Clinical Evaluation Reports
	Problem-free integration of the automation solution into your existing system landscape
	Fast solution development according to your needs & wishes – directly measurable ROI




									

			

			
				
					
													The savings potential achieved

												
							
								
								
								
							
						
					

											
							4.000 h / 300.000 €
						

																Reduction in work performed per year. Total up to 3,0 FTE at 70% PQ

									

			

		

		
			
				
											Have your savings potential calculated now!

																Do you want to write your own success story with the help of Intelligent Automation? Contact our experts for RPA, NLP, NLG

and Machine Learning and learn how much you can save with the innovative automation of your workflows and processes.



																							
								Arrange your consultation now
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											Automated creation of PSUR and PMSR

											For an innovative global healthcare company lexoro automated the creation of Periodic Safety Update Reports (PSUR) and Post-Market Surveillance Report...

										

									
									
										For an innovative global healthcare company lexoro automated the creation of Periodic Safety Update Reports (PSUR) and Post-Market Surveillance Reports (PMSR). The Intelligent Automation included automated data preparation as well as the automated collection and preparation of information which is then automatically entered into the template structure of the PSUR and PMSR, thus replacing time-consuming copy & paste tasks.

																					

	
		
			
				
											The challenge

																In medical technology and pharmaceuticals, PSURs and PMSRs must be prepared and submitted regularly for various classes of medical devices and drugs/medications. Therefore information must be collected over a longer period of time in the Post Market Surveillance, which then has to be evaluated in order to finally enter it into the reports on time and according to certain specifications. There are a lot of summaries, tables, evaluations, conclusions and analyses that have to be collected from different sources.



									

									The problem

														Very high time expenditure
	Manual collection and evaluation of all relevant information from PMS
	Time-consuming copy & past tasks
	Populating relevant information into templates for PSUR & PMSR




								
			

			
				
					
						
															Customer

																						Our customer is one of the world’s leading healthcare companies with over 100.000 employees worldwide. The company researches the causes of diseases, searches for starting points for drug treatment, develops medicines, produces active ingredients and supplies finished medicines and active ingredients throughout the world.
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									MedTechPharmaceutical								

																						
									Competence

									Regulatory AffairsQuality ManagementPost-Market Surveillance								

																						
									Technology

									Natural Language ProcessingRobotic Process AutomationNatural Language Generation								

													

					

				

			

		

	


	
		
			
				
					
													The solution: Intelligent Automation of PSUR & PMSR generation

																			For the automated generation of PSUR and PMS Reports, lexoro has implemented RPA, NLP and NLG technology. Now the collection, the preparation of information and the entering of information into the template structure of the PSUR / PMSR is automated.

Thanks to 100% error-free RPA technology combined with Artificial Intelligence the repetitive process of report generation is standardized and 100% error-free. The customer saves 70% of time concerning data preparation while top experts can focus on analyses and summaries (value-added activities) and thus increase the results and outcomes of the overall process.
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											The process

																After the selection of the desired report template for filling the software robot automatically copies and collects relevant data from internal company systems, which were collected and filed in advance by Post Market Surveillance Preparation. Thanks to RPA and NLP technology the supplementation & analysis of data from various areas for e.g. reports, surveys, reviews, databases & systems is fully automated and 100% error-free.  Using NLP and NLG the defined templates & tables are filled automatically with relevant data in the designated chapters e.g. Summaries, Study Data, Literature or Signal and Risk, etc. Finally the report templates are generated and exported for further processing and review.



																
							  						

																
							  						

									

			

												
													1Definition templates

																			Definition of structure and tables that are implemented in the dossier or report

											

									
													2Definition data sources

																			Definition & selection of data from associated sources & systems that are used for filling

											

									
													3Copying of data & information from in-house systems

																			Software-robots automatically copy & collect the relevant data from in-house systems, e.g. SAP, ELN, LIMS, etc.

											

									
													4Populating the templates or tables with relevant data

																			Fully automatic population of the defined tables with relevant data to be integrated in the final report

											

									
													5Generation & Export

																			Lastly the templates with filled tables are generated & exported for further processing

											

									

	




	
		
			
				
											The benefits for the customer

																75% time savings in information acquisition, 70% in report and document creation

																	Enormous reduction of lead time for a process that always runs the same way
	Automated information collection with results & outcomes in real time
	100% error-free & robust Robotic Process Automation technology
	Relieve and empower employees by saving time – better analysis possible
	Fast solution development according to your needs – directly measurable ROI




									

			

			
				
					
													The savings potential achieved

												
							
								
								
								
							
						
					

											
							3.600 h / 275.000 €
						

																Reduction in work performed per year. Total up to 3,0 FTE at 60% PQ

									

			

		

		
			
				
											Have your savings potential calculated now!

																Do you want to write your own success story with the help of intelligent automation? Contact our experts for RPA, NLP, NLG

and Machine Learning and learn how much you can save with the innovative automation of your workflows and processes.



																							
								Arrange your consultation now
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													Managing Director
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												Pharmaceutical											

																				[image: ]


[image: ]

										
											
											Automated creation of Clinical Study Reports

											For one of the world’s leading research-driven pharmaceutical companies with 130 years of experience lexoro automated the creation of clinical s...

										

									
									
										For one of the world’s leading research-driven pharmaceutical companies with 130 years of experience lexoro automated the creation of clinical study reports (CSR). The Intelligent Automation contained 25.000 pages of medical writing, automated copying & filling of data, text and tables into the respective chapters from the Clinical Study Protocol (CSP) into the Clinical Study Report (CSR). Intelligent Automation of lexoro has freed the experts from many small tasks with little requirement and in addition, tables can be analyzed using Data Science and descriptive texts can be written using NLG.

																					

	
		
			
				
											The challenge

																The manual creation of each clinical study with similar parts did mean a very high time expenditur for highly-qualified employees. For each clinical study a document with similar parts must be created. lexoros challenge: An Intelligent Automation of the conversion of data, text and tables into the respective chapters from the Clinical Study Protocol (CSP) into the Clinical Study Report (CSR). 100% error-free.



									

									The problem

														very high time expenditure
	manual compilation of all relevant information from the Clinical Study Protocols
	text and table generation of Clinical Study Reports
	for each clinical study a document with similar parts must be created
	Filling relevant content into proper chapters and tables




								
			

			
				
					
						
															Customer

																						Our customer is one of the world’s leading research-driven pharmaceutical companies with 130 years of experience. With over 50.000 employees, the company does have a research and production network around the globe.



													

						
															
									Industry

									Pharmaceutical								

																						
									Competence

									Clinical AffairsMedical Affairs								

																						
									Technology

									Natural Language GenerationNatural Language ProcessingRobotic Process Automation								

													

					

				

			

		

	


	
		
			
				
					
													The solution: Intelligent Automation of CSR generation

																			For the automated generation of Clinical Study Reports, lexoro has automated the conversion of relevant information from Clinical Study Protocols to Clinical Study reports.

Thanks to the RPA, NLP and NLG technology implemented by lexoro, the client could benefit from time saving or automation level of about 70% and top experts can focus on other topics.
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											The process

																Using Robotic Process Automation RPA technology a software robot automatically copies the relevant data, texts and tables from the protocol and in-house systems. Using Natural Language Processing (NLP), necessary texts or text elements are modified and rewritten, e.g., tenses (present/future tense in past tense) are adapted and drug codes with the final terminology in the text are replaced. Relevant tables are automatically evaluated & summarized for the respective chapter. Based on the contents of the tables, appropriate descriptive texts can be generated using Natural Language Generation (NLG). Finally the Clinical Study Report with populated tables for further manual processing and adjustment is generated and exported.



																
							                                                                                                                                                                                                                                                                                                                                                                                                                             						

																
							




	
		
	
	
		
	
	
		
		
			
			
			
		
		
		
			
			
			
				
			
			
				
			
			
				
			
				
			
			
			
				
			
			
			
			
			
			
			
				
			
			
				
			
			
				
			
			
				
			
			
				
			
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
	


						

									

			

												
													1Choose template  or chapter

																			Manual selection of the required template or chapter to be processed or generated.

											

									
													2Creation of data basis (upload or collect)

																			Automated collecting and copying of relevant raw data, text, and tables from the Clinical Study Protocol and in-house systems.

											

									
													3Formatting and Aggregation

																			Extraction, preparation, editing, and formatting of data, text, and tables for the CSR chapters - this includes adjusting tenses (present/future tense in past tense), replacing drug codes, or text generation for table descriptions.

											

									
													4Transfer, Filling  and Population

																			Final filling, population, and generation as well as export of the report with completed text segments and chapters

											

									
													5Preview and Export

																			Lastly, the Clinical Study Report is generated & exported for further processing and review.

											

									

	




	
		
			
				
											The benefits for the customer

																Reduction of lengthy data transfer processes and increase of quality standards through 100% error-free RPA technology

																	Enormous reduction of lead time for a process that always runs the same way
	Automated document preparation and generation
	100% error-free & robust Robotic Process Automation technology
	Relieve and empower employees by saving time – better analysis possible
	Fast solution development according to your needs – directly measurable ROI




									

			

			
				
					
													The savings potential achieved

												
							
								
								
								
							
						
					

											
							4200 h / 320.000 €
						

																Reduction in work performed per year. Total up to 3,5 FTE at 50% PQ

									

			

		

		
			
				
											Have your savings potential calculated now!

																Do you want to write your own success story with the help of Intelligent Automation? Contact our experts for RPA, NLP, NLG

and Machine Learning and learn how much you can save with the innovative automation of your workflows and processes.



																							
								Arrange your consultation now
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												MedTech											
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											Intelligent Automation for Clinical Evaluation

											For a leading European provider of system solutions for medicine and care lexoro optimized the regular monitoring of medical devices with the applicat...

										

									
									
										For a leading European provider of system solutions for medicine and care lexoro optimized the regular monitoring of medical devices with the application of Robotic Process Automation (RPA) database crawlers. The benefits: The intelligent automation of a standards-based process brought the customer significant time savings as well as automatic output of the results in a standardized list. In addition, the highly qualified employees can devote themselves to more specific tasks.

																					

	
		
			
				
											The challenge

																For the continuous monitoring of the medical devices produced, various databases must be searched regularly for new information, incidents & side effects. This means a very time-consuming information retrieval by regularly querying defined search criteria and strategies and then entering and displaying the results in a Word template. This highly standards-based process meant an unnecessary expenditure of resources from highly qualified employees.



									

									The problem

														Significant time investment by highly qualified employees
	Repetitive serial process for database query
	No automation of a highly standards-based process




								
			

			
				
					
						
															Customer

																						Our customer is a leading European provider of system solutions for medicine and care. The five business segments cover a wide range of products and services in the context of healthcare.



													

						
															
									Industry

									MedTech								

																						
									Competence

									Regulatory AffairsClinical Affairs								

																						
									Technology

									Natural Language ProcessingRobotic Process Automation								

													

					

				

			

		

	


	
		
			
				
					
													The solution: 
 Intelligent Automation with lexoro

																			To optimize the monitoring of medical devices, lexoro has automated the extraction of information from database queries with the help of Robotic Process Automation (RPA). Thanks to the crawler technology combined with NLP, the information retrieval, the evaluation according to relevance and the export of the relevant results in standardized lists is now automated and 100 percent error-free.
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											The process

																Together with the customer, an automated database query was defined according to clearly defined search queries, search strategies and the databases to be searched (BfArM, FDA, MAUDE, ANSM and AEMPS). The crawler technology implemented by lexoro searches the databases, collects relevant data and information using RPA. With the help of NLP the hits are evaluated according to relevance and automatically exported in a standardized list for further use. A serial and very time-consuming database query has been transformed into an automated process that optimizes the monitoring of medical devices and guarantees significant time savings.



																
							




	
	
	
		
		
		
	
	
	
		
	
	
		
	
	
		
	
	
		
	
	
		
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
		
	
	
		
	
	
		
	
	
		
	
	
		
	


						

																
							                                                                                                                                                                                                                                    						

									

			

												
													1Definition search strategy & databases

																			Definition of the search strategy with search criteria & keywords (e.g., Preclinical & clinical data, complaint data, product name, risk information, etc.) and in which language the search should be performed

											

									
													2Performing search strategy in databases

																			Information acquisition: Crawler performs the search strategy independently & fully automatically according to previously defined search criteria in databases & sources
	High frequency & time saving



											

									
													3Screening & evaluation of publications

																			Information evaluation: Screening & evaluation of publications & abstracts according to relevance („relevant“/„not relevant“)
	Precise exclusion criteria



											

									
													4Structured labeling & filing of articles

																			Information extraction: Structured presentation of results with metadata & filing of articles in the operating system
	Standardization



											

									
													5Report + Export

																			Report generation: Export search results & findings to in-house template / format (e.g., Excel, Word, etc.)
	100% error-free RPA technology



											

									

	




	
		
			
				
											The benefits for the customer

																Automated and 100% error-free database query, automated clinical evaluation of relevant results

																	Enormous reduction of lead time for a process that always runs the same way
	Automated database search with results & outcomes in real time
	100% error-free & robust Robotic Process Automation crawler technology
	Relieve and empower employees by saving time – better analysis possible
	Fast solution development according to your needs – directly measurable ROI




									

			

			
				
					
													The savings potential achieved

												
							
								
								
								
							
						
					

											
							1800 h / 150.000 €
						

																Reduction in work performed per year. Total up to 1,5 FTE at 50% PQ

									

			

		

		
			
				
											Have your savings potential calculated now!

																Do you want to write your own success story with the help of intelligent automation? Contact our experts for RPA, NLP, NLG

and Machine Learning and learn how much you can save with the innovative automation of your workflows and processes.



																							
								Arrange a consultation now
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																	Your contact person

																			
											
												
													Sebastian van der Meer

													Managing Director
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												Pharmaceutical											
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											Automated creation of Product Quality Reviews

											The Intelligent Automation of the creation of product quality reviews for a leading manufacturer of high-quality Pharmaceuticals was a challenge lexor...

										

									
									
										The Intelligent Automation of the creation of product quality reviews for a leading manufacturer of high-quality Pharmaceuticals was a challenge lexoro gladly accepted. Quality assurance meant a very high time commitment for the client, often an entire team did this task full time with annual review required.

																					

	
		
			
				
											The challenge

																The manual compilation of all relevant information from various systems for the PQR and own product quality reviews for each product group did mean a very high time expenditure. lexoro´s challenge: An Intelligent Automation of the data collection, filling and document generation of Product Quality Reviews.



									

									The problem

														Very high time expenditure
	Manual compilation of all relevant information from different systems
	Formatting and aggregation of text and data
	Document generation of PQR for each product group




								
			

			
				
					
						
															Customer

																						Our customer is a leading manufacturer of high-quality Pharmaceuticals and sells its products in around 120 countries worldwide. The product range includes generics, specialty Pharmaceuticals and prescription-free consumer healthcare products.



													

						
															
									Industry

									Pharmaceutical								

																						
									Competence

									Quality Management								

																						
									Technology

									Natural Language GenerationRobotic Process Automation								

													

					

				

			

		

	


	
		
			
				
					
													The solution: Intelligent Automation of PQR with lexoro

																			To optimize the PQR, lexoro has automated data transfer processes through 100% error-free RPA technology. Thanks to the RPA and NLG technology implemented by lexoro, the client could benefit from time saving or automation level of about 70% and top experts can focus on other topics.



											

				

			

			
									
						
							

							

							[image: ]


[image: ]

						
					

							

		

	


	
		
			
				
											The process

																Together with the customer, criteria and templates have been defined. Using Robotic Process Automation RPA technology a software robot automatically copies the relevant data, texts and tables from in-house systems and sources. Using Natural Language Processing (NLP), necessary texts or text elements are modified and rewritten, e.g., tenses (present/future tense in past tense) are adapted and codes with the final terminology in the text are replaced. Relevant tables are automatically evaluated & summarized for the respective chapter. Based on the content of the tables, appropriate descriptive texts can be generated using Natural Language Generation (NLG). Finally the PQR or related documents can be automatically filled and populated with text, tables, or other data and exported for further manual processing and adjustment.



																
							                                                                                                                                                                                                                                                                                                                                                                                                                                               						

																
							




	
		
	
	
		
	
	
		
		
			
			
			
		
		
		
			
			
			
				
			
			
				
			
			
				
			
				
			
			
			
				
			
			
			
			
			
			
			
				
			
			
				
			
			
				
			
			
				
			
			
				
			
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
				
				
				
				
			
			
				
				
				
				
				
				
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
		
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
			
		
	


						

									

			

												
													1Choose template  or chapter

																			Manual selection of the required template or chapter to be processed or generated.

											

									
													2Creation of data basis (upload or collect)

																			Automated collecting and copying of relevant raw data and text from in-house systems (e.g., LIMS, SAP, ‚ELN, etc) or from documents (Word, Excel, XML, etc.) to create a data basis.

											

									
													3Formatting and Aggregation

																			Extraction, preparation, editing, and formatting of data, text, and tables from various reports, batches, sources & systems.

											

									
													4Transfer, Filling  and Population

																			Fully automatic populating of dedicated chapters, templates, and tables with relevant data (e.g., batches, batch record documentation, changes & deviations, OOS & OOT, etc.).

											

									
													5Preview and Export

																			Preview of the document in a system with subsequent generation & export of the chapter or document for further manual processing.

											

									

	




	
		
			
				
											The benefits for the customer

																75% time savings in information retrieval, 50% in classification & evaluation

																	Enormous reduction of lead time for a process that always runs the same way
	Automated database search with results & outcomes in real time
	100% error-free & robust Robotic Process Automation crawler technology
	Relieve and empower employees by saving time – better analysis possible
	Fast solution development according to your needs – directly measurable ROI




									

			

			
				
					
													The savings potential achieved

												
							
								
								
								
							
						
					

											
							4000 h / 300.000 €
						

																Reduction in work performed per year. Total up to 3,5 FTE at 70% PQ

									

			

		

		
			
				
											Have your savings potential calculated now!

																Do you want to write your own success story with the help of Intelligent Automation? Contact our experts for RPA, NLP, NLG

and Machine Learning and learn how much you can save with the innovative automation of your workflows and processes.



																							
								Arrange your consultation now
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													Managing Director
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						Load more
					

				

			

		

	
	
		
	
		
			
				
					
													Our Services - it´s essential to move now!

																			Specific industry knowledge and deep process understanding combined with a high demand for technology and effectiveness. Time of transformation: Business models in flux – the digital revolution is constantly changing workflows and market mechanisms. We support you in making the best possible use of your opportunities, strengthening competitive advantages and ideally exploiting the versatile possibilities of AI and automation.



											

				

			

		


					
														
						
							
								Intelligent Automation Services

																	
										We automate processes and workflows in regulated environments using cutting-edge technologies and Intelligent Automation.



										
											Read more

										

									

															

						
					

														
						
							
								Business Consulting Services

																	
										We offer quick and straightforward expert support concerning business areas of Regulatory Affairs, Quality Management, Regulatory Affairs, Production, R&D and IT – to the point and tailored to your project and needs.



										
											Read more

										

									

															

						
					

														
						
							
								Software-Implementation-Services

																	
										We provide you with expertise concerning project & solution management, DevOps & SRE services, software development as well as Computer System Validation – customized to the requirements of regulated industries.



										
											Read more

										

									

															

						
					

							

			



	
		
			
				
											We offer high-impact solutions with a quick ROI
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											Reduction of the costs
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											Quality increase
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											Relief for the employees
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											Experts focused on their activities
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											Standardization of processes
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											Increase productivity

										

									

																					

									

			

						
				
					
													Get rid of routine work?

																			Let´s talk about it. Our Solution Experts can give you further insight into Intelligent Automation options along the entire Compliance-Chain.

Let BOTs and A.I. help you in time-consuming tasks and refocus your time on real quality work.

Tell us about your wildest automation wishes – and we turn them into reality!



																											
									Check-In
								

																		

				

									
						
							
								
																																					


 













	
                 
			
				Tell us about your problem
				
			

		

		
			
				Salutation *
				Please select *
Mr
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Divers


			

		

			
				First name, Last name *
				
			

		

		
			
				Company *
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				E-Mail *
				
			

		

		
			
				Phone
				
			

		

		
		
			
				By submitting my application, I accept the electronic storage of my data in compliance with the General Data Protection Regulation. The data will be deleted automatically after 6 months.*
			

		

		
			


		

	








																	

							

							
								
																			Your contact person

																					
												
													
														Sven Kolthof

														Managing Director
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																																						Sign up today for your initial Brainstorming.

																												In this first, free Kickoff-Meeting we will briefly evaluate automation potentials within your department and company – all in approx. 20 minutes.
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													The lexoro Focus

																			We have been working on the automation and digitization of critical business processes for more than 20 years. In doing so, we have always focused on the following triad: technical excellence (RPA and A.I.), process knowledge (regulated workflows) and industry expertise (MedTech, Pharmaceutical, Chemical).



																			
								Learn more
							

																	

				

			

		

	


	
		
			
									Intelligent Automation

							

			
				AUTOMATION
				
					
						
							  
							RPA

							Robotic Process Automation

							Software Robots (BOTs) automate time-consuming, routine tasks along all stages of the product life-cycle. Regulatory documents, reports and workflows are integrated end-to-end across all enterprise platforms.



						

						Read more about RPA 
							
						

					
				

			

			
				ARTIFICIAL INTELLIGENCE

				
																		
								
									
										
											  
											NLG

											Natural Language Generation

											NLG is a subfield of Artificial Intelligence and deals with the automated generation of natural language texts through software. The technology can create dossiers, studies, reports and compliance documents in all areas.



										

										Read more about NLG 
											
										

									
								

							

													
								
									
										
											  
											NLP

											Natural Language Processing

											A.I. based technique that helps to understand the contents of documents, including the contextual nuances of the language within them. The technology can accurately extract, categorize and classify all kinds of regulatory related contents.



										

										Read more about NLP 
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						Industry Solution Maps

						Solution Maps are task- and process-specific modules that integrate with lexoro’s Intelligent Automation suite. The Solution Maps address all regulated tasks, documents and reports along the industry-specific product life cycles.



					

				

					

	


	
		
			
									[image: ]


[image: ]

							

			
				
					
													About lexoro

																			We automate your compliance projects along all stages of the product life cycle. Our Solution Maps offer a suite of well designed use cases – centered all around industry specific regulatory demands. From Regulatory Affairs and Clinical Trials to Quality Management, Post-Market Surveillance and Risk Management. We help you turn data from multiple sources into complete compliance solutions. Fully automated. To speed up time to market.

Let BOTs do the routine work



																			
								Learn more
							

																	

				

			

		

	


	
		
			
									Our process

													Learn more about our process

													
						  					

													
						  					

							

					

	

	

			
			
				
													
									
																												Would you like to optimize your processes?

																												We will be happy to advise you on the lexoro benefits

and savings potential for your project.

We look forward to getting to know you.
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														Your contact person

														Sebastian van der Meer

														Managing Director
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